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PROCEEDI NGS

DR. BLACKWELL: Ladies and gentlenen, can we take
our seats, please?

Thank you, and good norning. | would like to
wel cone all of you to the Food and Drug
Adm ni stration/Center for Veterinary Medicine's Stakehol ders
Meet i ng.

For those of you who do not know who I am ny nane
is Mchael Blackwell. | amthe deputy director at the
Center for Veterinary Medicine.

We coul d not have chosen a better day to hold such
a wonderful neeting. W worked real hard to order up the
weat her that you have enjoyed thus far this norning.
Unfortunately, we have the blinds closed here, but | think
we may be able to adjust that after the slide presentations,
and we hope that for those who have traveled here to the
Washi ngton area that you will enjoy your visit, and that you
wll leave today feeling as fulfilled as we think we will by
the end of this day.

The purpose of this neeting is to solicit views
from our stakehol ders, fromyou, on how we as the Center for
Veterinary Medicine and the FDA can best neet our statutory
obl i gati ons.

Under Section 406(b) of the Food and Drug
Adm ni stration Mderni zati on Act of 1997, the agency is

required to consult with our external stakehol ders.
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Fol |l ow ng these consultations, FDA is to devel op and publi sh
a plan for achieving conpliance with each of its obligations
under the Federal Food, Drug, and Cosnetic Act. Inherent in
that statenent, then, is the reality that we are not doing
all that we are obligated to do under the Act.

Before we begin, | would like to go over sone
details about this neeting. First, we will have
presentations by Linda Suydam who is our associate
comm ssioner for Strategi c Managenent, and Dr. Stephen
Sundl of, the director of the Center for Veterinary Mdicine.

Ms. Suydam and Dr. Sundlof will provide you with the
background for this neeting, and sonme of the chall enges
being faced by the FDA in general, as well as the Center for
Veterinary Medicine in particular, in nmeeting our statutory
obl i gati ons.

Next, we will have brief presentations by
representatives of five of our stakehol der groups. These
presentations will last no | onger than 10 m nutes each.

Wanda White, who is sitting right here, wll
indicate to the speaker that there is only 1 mnute |eft by
showi ng a yell ow paddle, and that tinme is up by show ng a
red paddl e.

| do not know what happens after the red paddle,
if you are still talking, but I know her as the intimdator,
and you are on your own at that point.

Just ki ddi ng, Wanda.
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| do want to encourage us all, though, to stay
within our tinme frames because we do have a full agenda
today, and we would like to give everyone an opportunity to
share information and to dialogue with us. |f necessary, |
wi |l stand back up here at this podium and | think we wll
be able to nove on at that point.

After each of the stakehol der presentations, we
are allowi ng FDA panel nenbers 5 mnutes to ask any
clarifying questions. Now, | should point out that the FDA
panel is here to gain an understanding of the feedback that
you have for us. Therefore, they are not here to nmake a
presentation, and certainly, they will not engage in any
debat es about any issues, and we ask that you respect them
for that and that they will respect the job of the noderator
to keep this neeting on point.

This is a neeting for you, our stakehol ders, and
therefore, we are interested in your opinions and not our
own. We ask that you help us to neet that chall enge as
wel | .

After the five stakehol der presentations that wll
occur this norning and the questions fromthe FDA panel, we
wi |l be taking questions and comrents fromthe audience.

We know t hat several stakehol ders were interested
in participating on a panel, but unfortunately, we could not
accommodat e you, due to the lack of tinme and getting

everyone at the table today and in this neeting.
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So what we wll hope is that you wll take
advant age of the opportunity to speak during the tinme period
after the panel discussions. To allow as many as possi bl e
to share their views, we are asking that the nmenbers of the
audi ence speak for no nore than 5 m nutes. Again, Wanda
will give you an indication at 1 mnute left, and then a red
paddl e will be displayed if you have reached the full 5
m nut es.

After we hear fromthe audience, | wll also
provide a brief topical summation of the major points from
t he panel presentation.

| mght add that when the summation is given, the
objective will be to nmake sure that we have captured each
point, but I will remnd you that this neeting is being
captured by transcription, and so, never fear, we will, in
fact, have all that you have shared. | believe we wll get
it right inthe end, but feel free to, again, question if we
have maybe m ssed a point during a discussion.

The lunch break is scheduled for 11:45 to 12:45,
and there is a cafeteria, as many of you have al ready found
it. It is located right on this floor. W wll reconvene
at 12:45 for the second and third panels, and at
approximately 4:30, we will start with our closing remarks.

| should al so point out that the bathroons and pay
t el ephones are also right out the door to ny left here, and

| believe they are all on the left as you go down the
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corridor.

Pl ease renenber that speaking at this neeting is
not the only way to |l et us know your opinions and your views
about how we can best achieve our statutory obligations.

You may al so submt witten coments on this subject to the
Food and Drug Adm nistration's Dockets Managenent Branch.

| believe we had a slide that may have that
information on it. It is going to be shared a little bit
| at er.

| f you have copies of your remarks with you here
today, you can give themto Linda Grassie. She is in the
back there, and she will be happy to receive your witten
conment s.

Al so, you can submt your coments by el ectronic
mail to the Food and Drug Adm nistration's Dockets
Managenment Branch, and | believe we wll be show ng you that
e-mai|l address as well a little bit later.

Wt hout any further delay, | think we should get
started with our program and we will do so by first asking
if Linda Suydamw ||l conme forward. Linda, again, is the
associ ate conm ssioner for Strategi c Managenent, and for
t hose of you who nmay not understand what all that neans, she
is essentially in charge of this effort.

So, Linda, thanks for being here.

Keynot e Address
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M5. SUYDAM Thank you, M chael, and thank you al
for participating in this process.

It is ny pleasure to wel cone you to this neeting
on behalf of the FDA, and to point out that this is the
fourth in this phase of our series of engagenents with
stakehol ders. This is a process that we are taking
seriously, and while FDA has engaged basically in dealing
wth its stakeholders in the past in many different ways, |
think this is the very first tinme that we have done so in
such a structured nechani sm

W w il be having, | want to point out, a neeting
on Septenber 14th that is an agency-w de neeting. This
meeting wll be announced in the FR tonorrow. It is open
for coment today, and we are hoping to use the Septenber
14t h neeting as a nechanismfor |ooking at thenes that we
have heard throughout all four neetings.

So | would encourage you to attend. If you have
not been able to present your point of view, at one of the
Center-specific neetings, | would ask that you sign up and
regi ster for the Septenber 14th neeting.

As you know, and as M ke nentioned, Section 406(b)
mandat es that FDA consult with its stakeholders, and this is
a task that we are taking very seriously.

We see 406(b) as an opportunity to listen to the
peopl e who are involved with FDA to gain know edge about how

we mght do our job differently, and then we have the tough
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task of putting together a plan that will neet the six
obj ectives of 406(Db).

Those si x objectives, which | have highlighted on
the next few slides, include nmaximzing the availability and
clarity of information about our process of review, and I
think this is an area where we have in the past perhaps not
been as open as we should be. W are trying to give a new
transparency to all of our processes, and we are trying to
| et people know what it is that is expected of them and what
the process mght entail in terns of the tineliness. |
think that is one of the objectives of the FDAMA | aw.

The second part is to maxim ze the availability
and clarity of information for consuners and patients
concerning new products, and | think this also underlies the
belief in Congress that there is information that the FDA
has that we need to get out to patients. W are |ooking for
i nput into each of these objectives.

The next two relate to our post-market nonitoring
and i nspection obligations and the scientific infrastructure
of the agency. Both of these activities have suffered in
the past few years with the agency resources bei ng drained
to support the Prescription Drug User Fee Act and the food
safety and tobacco initiatives, and we believe they are
critical to making this agency function in the nost
effective way.

The next two objectives relate to the tineliness
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of application review and the statutory obligations, and as
M ke Bl ackwel | nentioned earlier, we have to in the plan
address why and how we are going to neet the statutory
obligations that we have and how we are going to solve the
backl og i ssues that we have.

This is, | think, a particularly daunting task and
requires us to think creatively, to | ook at new ways of
doi ng our job, and to | ook at ways of engaging people in the
process that we have not done in the past. W are anxious
to hear from ot her people about the ideas that you m ght
have about how FDA can do its job differently.

In the nmessage that we have that is on our web
site, we have a nessage to FDA stakehol ders. This nessage
addresses the six objectives of the 406(b), but in addition,
it tal ks about areas of concern that we and the agency have
about our responsibilities in neeting our statutory
obl i gati ons.

The first of these relates to adverse event and
injury reporting. This is an area that we think we need to
be doing nore, and we are anxious to hear from peopl e about
how we can do that better.

The second is product safety assurance that |
mentioned earlier. W are not presently neeting our
mandatory i nspection obligations. W need to understand how
we can assure that products are safe and how we can maintain

the | evel of resources that we have in this inportant
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function.

The third is product application review, which has
probably gotten the nost attention in the last few years in
t he FDA budget, and in fact, in the internal FDA managenent,
in ternms of managi ng the process, we have | ooked at ways to
make processes nore efficient. W have reinvented. W have
redesi gned. We have reached a point now where we think we
have maxi m zed what we can do internally. Perhaps we need
to have sone new ideas fromthe outside, but we think we
have been fairly creative as an agency, and we now have to
| ook at how are we going to neet the statutory obligations
for these products that are not supported by user fees.

| think the Prescription Drug User Fee Act gave us
resources in the prescription drug area, but it was at the
expense of other FDA progranms, and for those of you who may
not understand that, it is because there is a required floor
to the funding of that program Therefore, if the agency
sustains cuts in the budget process, other prograns wll
take those cuts, and that is what happened within the FDA
budget in the last 3 years.

We have four other areas that | have nentioned
briefly and | would like to highlight again. The first is
food safety. This is a Presidential initiative. It is an
area where we believe we have not focused in the past and
now want to put additional energy and resources to this

agency, and hopefully nore appropriated dollars. So we are
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| ooking for input into our food safety program

We al so believe that our outreach activities are
critical and essential under Section 406(b) and the FDAMA in
general. So we want to | ook at the outreach activities of
t he agency and how we can nake those nore efficient and
effective.

Scientific infrastructure and research are the
bui I di ng bl ocks of this agency, and they, too, have suffered
because of the resource constraints that this agency has.

We need to nmake sure that we have the scientific expertise,
that we have the research base that can help us assure that
the products that we regulate are safe and effective.

Finally, tobacco, I amnot sure with the recent
court ruling that tobacco will remain an initiative of the
agency. | think its legal status is in question at this
point intime, but it was, in fact, an area of enphasis in
our nost recent budget.

The next two slides | would like to point out are
i ndi cations of the agency's budget, and the inportant thing
to highlight in these two slides is that while the agency's
budget apparently |l ooks as if it has increased significantly
from 1993, it has, in fact, in the base activities of the
agency, decreased. This has been a significant erosion of
the agency's ability to do its job.

We have not net the level of inflation that we

have had to meet in this budget, in the budget over the
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years, and we have had priority prograns added to this
agency with line itemfunding, which, therefore, dictated
that certain anobunts of noney had to be spent on the
Prescription Drug User Fee, the Mamography Quality

St andards Act, food safety, and tobacco. These activities
have, in fact, then eroded the base.

So what | think you will see--this is what the
world sees froma visible point of view-you see that the
agency's budget has increased.

What you really have is a shrinking FDA, and, in
essence, the agency's budget has decreased in the last 6
years. So | would hope that you would take this nessage to
heart and to understand that what we have been doing in
terms of reinvention, reengineering, has all been done in a
time of constrained resources, and we are not hopeful that
as an agency, there will be an additional bolus of resources
comng to us, but we do want you to know that this is the
situation we face.

We think that we are at a critical juncture
There is a nmajor gap between the resources that we have to
do the job and the resources we need to do the job, and as a
result, we need to understand what our priorities should be.

We need to understand how we can neet the statutory
obligations that we have with limted resources, and we nust
under stand what we need to change in order to do that

w t hout additional resources, or we need to get nore
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resources. So that is the dilenmma that we have and that we
are facing, and that we expect you to understand as you nove
into giving us the input on how we should do our job.

As | nmentioned, we are taking this seriously. W
have a docket nunber established. W are |ooking for your
coments. W want to hear fromyou. The docket is both
center-specific and FDA-general. So we can put your
coments in, in the appropriate place.

This is the docket nunber, and as M ke nenti oned,
there are three ways for you to give us the information.
These three ways are by mail, the traditional way. Send
your comrents into us by e-mail, and our e-mail address is
listed on this slide, and then also online, we have the FDA
web page which has a site for this particular activity.

| look forward to hearing fromyou. | |ook
forward to hearing fromyou about the ideas you have.
want to tell you that the |ast three neetings have been
particularly successful, and |I expect this one to be just
t he sane.

Thank you.

[ Appl ause. ]

CVM Addr ess
DR. SUNDLOF: Thank you, Linda.
| am Steve Sundlof, and | amthe director of the

Center for Veterinary Medicine. | want to welconme all of
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you who took the tinme out of your busy schedules to attend
this neeting. It is very inportant for us to get your
i nput .

As Linda nentioned, we are in a period of
shrinki ng budgets, and at the sane tinme, our workload is
increasing. W have newinitiatives, and we are asking for
your input as to howto prioritize those issues, assumn ng
that we are not going to have additional funding, what can
we do to neet the expectations of the public to the degree
that we can

So | amgoing to ask Dave Lynch to start the
overheads. W can go directly to the next one, Dave.

So the problens that we are facing as a center are
the sanme that Linda just talked about for the entire agency,
and that is that we are in a period of decreasing resources,
and at the sanme tinme, our workload is increasing.

W think this is a good thing that the workload is
increasing. This is an exciting tinme to be in the
Government. There are all kinds of newinitiatives. The
work is becom ng nore conplex. W are seeing exciting
changes that are occurring, but these changes require
resources in order to maintain the kinds of quality of
products that we review and regul ate.

So let's go ahead and take a | ook at our budget
over the pat 5 years. You can see that in 1994, we were

doing pretty good, and even better in '95, but in '96 and



'97, our budgets have declined. 1In 1998, we had a further
reduction, with the exception of that green bar up there
which is the food safety initiative.

The food safety initiative, as Linda al so pointed
out, is one of those mandatory functions that we have to
budget separately. It is an area that we are extrenely
grateful that we were able to participate in and did receive
funding for because it is really going to allow us to
address sone of the critical issues that CVMis facing,
especially in the areas of antim crobial resistance.

Wthout this kind of an influx of noney, we just
could not do the kind of job that we think is going to be
necessary to be protective of the public health.

So we are engaged in this activity, the
President's food safety initiative. It is a national
program We are doing national surveillance of resistance
of certain foodborne m croorgani sns that we think would be
potentially harnful to public health if resistance to
antimcrobial is devel oped in those organisns. W need a
| ot of research. | think everybody is aware that in this
new age of food safety, where we are dealing with
m croorgani sns and energi ng pathogens, that there is a | ot
of research needed, how do you detect these organisns in
food, for instance.

So there is a research conponent that will support

our requlatory activities, but all of this noney is very
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closely earmarked for specific activities that were outside
of our normal CVM functions. |In fact, we have a separate
budget to nake sure that those are kept separate. So the
increase in the food safety initiative noney cannot be used
to suppl enment our regul ar work.

So, if you |look at our budget, then, from'95 to
'98, we have taken a 22.5-percent reduction in our budget,
and that is in real dollars. That does not account for
inflation and cost-of-living increases and ot her things.

So why have we had this decline? WlIl, for one
t hi ng, under the present adm nistration of reinventing
governnment, there has been downsi zi ng of Governnent and
streamining. W do not have a victimnentality about this.

We recogni ze that this was an inportant process and one
that really forced us to I ook at the efficiency in our
productivity and determ ne what is the best way to continue
on in face of declining resources.

We are certainly no different from any ot her
branch of the Governnent. Many of the other branches of
Gover nment have taken nmuch greater reductions than we have,
but we did have to downsize and streanline. Hopefully, we
are past that point right now.

Fl at-1ine budgets that Linda Suydam nentioned, in
whi ch there is no additional funding, the anmount that we
have remains pretty nuch the sane. Yet, we are highly

i nvested in sal ari es.
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In fact, approximately 70 percent of our budget
goes for salaries, and there is a mandatory cost-of-1iving
i ncrease for Governnent workers. So, when you flat-line the
budget and 70 percent of that budget is for salaries, that
means that all of the reductions to account for the increase
in salaries and inflation, et cetera, have to conme out of
the remai ning 30 percent of our operating budget. So that
takes a significantly greater decrease when you |look at it
t hat way.

Al so, Linda nentioned the user fee protections.
will just repeat sonewhat what Linda already tal ked about,
and that is that when user fee | aw was passed, the
Prescription Drug User Fee Act, it said that appropriated
funds still have to pay for the same anount that they did
prior to that; that the user fees were an additive program
and that in order to protect that review process, in other
words fromthe user fees totally funding that review
process, the Congress said that you have to maintain a | evel
base of appropriated doll ars.

VWhat that means is that when there is reduction in
t he budget, the PDFUA or the user fee dollars, appropriated
dollars, have to remain the sane. So all of the decreases
cone out of everything that is not a user fee budget, and
that has affected CVYM because we do not have the user fee
appropriations right now.

So let's tal k about sone of the expandi ng workl oad
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that we faced in the recent years. First of all, we have
had a growth in traditional work, and | will talk about al
of these issues separately.

We have had a nunber of unfunded nmandates, the
i ncreased conplexity of the products that we are regul ati ng.

We have some brand-new initiatives that we are involved in,
such as the food safety initiative, and we have sone
unexpected high-priority work, the things that cannot be
anticipated and all of a sudden faced with falling in your
| ap.

In terns of the actual nunbers, prenarket
subm ssi ons have grown by approximately 33 percent in the
last 5 years. |If you look at that over time, that really
cones out to be about a doubling of the workload in about a
12-year period. This is, again, with no increase in budget;
in fact, a decrease.

The DERs, which are drug experience reports, that
we have received annually, that we by |aw have to receive
annual Iy, have increased by nore than 180 percent in the
|ast 5 years. These require a lot of tine to process.

Adverse drug experience reports--those are the
reports where there is an adverse effect that gets reported
back to the Center--that we have received has increased by
nore than 250 percent in the last 5 years. That does not
mean that our products are not safe anynore. It neans that

we have required a | ot nore focussed reporting in sone of
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t he product areas where there has been a | ot of attention.
For instance, in the area of bovine somatotropin, we require
quite a lot of reporting back on that product.

Al so, as we approve new bl ockbuster products that
are distributed widely and have big markets, we get nore
reports in. So those are sonme of the things that have
contributed to that.

We have had a nunber of unfunded mandates as well.

One of them the nost recent one, is the Aninmal Drug
Avai lability Act. | guess that is not the nost recent one.
The Food and Drug Moderni zation Act is the nost recent one,
but | ast year, we went through our nodernization act, or 2
years ago, we went through our nodernization act, and that
requires us to wite a nunber of new regulations. It
requires us to reengi neer sone of the processes by which we
approve drugs and reqgul ated drugs, and that has taken a | ot
of the resources out of the areas, especially those areas of
product review.

The FDA Moderni zati on Act, we have sone additional
mandat es under the FDA Mbderni zation Act, and the Aninma
Medi cinal Drug Use Clarification Act, that, is the Extra
Label Drug use Act of 1994, required additional resources
fromCVYMin order to make sure that that was inpl enented
properly.

We have al so experienced an increase in the

compl exity of the products that we reqgqulate. Qur
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reconbi nant bovi ne somatotropin was our first product that
was a drug produced by biotechnol ogy. There were a nunber
of conplex issues that we had to deal with in the process of
goi ng through the approval process.

We have al so recogni zed that sonme of the issues
are not adequately dealt with in the preapprove phase; that
in addition to having good prograns for preapproval of
drugs, that having post-approval marketing studies is very
inportant in many cases as well. So we have established
sone very intricate post-approval nonitoring prograns that
we have to continually nonitor and make sure that those are
runni ng on track.

VWere we are noving nore and nore into the area of
ri sk assessnment, to better define sone of the areas that may
i npact on public health as we approve new products that do
not nmeet the traditional studies that we have had in the
past. They require new kinds of thinking in order to make
sure that the public is adequately protected.

So we are going through a | earning process. Risk
assessnent is a relatively conplex and new area for nost of
the regul atory agencies, and it is a rapidly evolving area.

So it takes a lot to learn, and then also to keep up with
the new risk analysis initiatives.

We have al so undertaken a nunber of new
initiatives. As | have indicated earlier, we had the

President's food safety initiative, which is designed to
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reduce foodborne di sease, and, again, CYMs m ssion under
the food safety initiative is alnost exclusively to dea
with the problemof antimcrobial resistance. That is the
second bull et there.

Putting in whole new infrastructures, setting up
whol e new nonitoring systens, for years and years we worked
with the USDA's Food Safety and I nspection Service to have
an adequate nonitoring programout there for detecting
resi dues.

W now need a simlar programto be able to detect
antimcrobial resistance if it is going to energe, and when
it does energe, and to be able to take the kinds of
intervention activities that are going to be essential in
order to safeguard the public. So that is whole new
prograns that we need to be devel opi ng.

Wth the Center for Food Safety and Applied
Nutrition and the University of Maryland, we have now j oi ned
into a Joint Institute for Food Safety and Applied Nutrition
in which we are utilizing the resources of the University of
Maryl and' s nunber of departnents there, including Veterinary
Medi ci ne, Chem stry, Agriculture, Food Safety and Nutrition.

A nunber of departnents are trying to devel op
col | aborative prograns that will help us build the kind of
infrastructure and obtain the kinds of scientific
information that we are going to need as we nove into the

future to requl ate sone of these products and as new i ssues
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arise.

We are very active in the area of international

issues as it pertains to the regulation of veterinary drugs.
One of the questions that we are going to be asking you is

whet her or not we should be spending resources in this area.
This is not directly tied to our mssion, but it is very

i nportant for us.

The first activity, the international activities
are things like VICH which is the Veterinary Internationa
Cooperation on Harnoni zation. Wat that programis
attenpting to establish are simlar criteria on a worldw de
basis for preapproval drug subm ssions.

So, if a drug conpany sponsor wants to get a drug
approved in the United States and in Europe and in Japan,
for instance, the requirenent should be the sanme. They
shoul d not have to repeat all the studies in slightly
different ways in various countries. It is a way of
har noni zing the requirenents so that the studies only have
to be done in one country, and they will apply across the
board to other ones. That is inportant if we want to have
nor e harnoni zati on across the gl obal market pl ace.

We al so have CODEX's Alinentarius, a subconmttee
of the Wrld Health Organization and the Food and
Agricultural Organi zations, and that conmttee is
responsi ble for setting tol erances or the anmount of residue

that can occur in animal tissues on a worl dw de basis. The
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purpose of that is to bring scientists fromall over the
world together to try an establish a single value for a safe
| evel of a residue that can occur in foods of animal origin,
such that one country cannot prohibit the inport of products
from anot her country based on the fact that their tol erance
may be slightly different. So it is a way of harnoni zi ng
tolerances. Again, it is done to ensure free trade.

W think it is inportant that the United States be
involved in that process so that we can ensure that when
t hose worl dwi de tol erances are established that we are there
reviewing the information that went into the establishnment
of that so that we have the assurance that those val ues of
protective of public health

We have al so engaged in areas of strategic
pl anni ng, as have all the centers within the Food and Drug
Adm nistration, and that is to make our processes nore
efficient, to make us nore productive as an organi zati on.

Finally, we are trying to change the culture of
CVM t hr ough our hi gh-performance organi zati on process to
make peopl e have responsibility for the Center down to the
very |l owest |evels of the organization so that everybody
participates. W are trying to run this nore like a
busi ness than a Governnment organization. It takes an
i ncredi ble amobunt of tinme and effort to do this, but we
think it is going to pay off very big in the |ong run.

We have had in addition, as all the centers have
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in FDA, sone very unexpected high-priority work. Bovine
spongi f orm encephal opathy is an exanple of an issue that was
not anticipated, but yet required a considerabl e i nvest nent
in resources from CVM

Back in March of 1996 when the United Ki ngdom
Spongi f orm Encephal opat hy Advi sory Conm ttee announced t hat
there was a high |likelihood that there was a |ink between
bovi ne spongi f orm encephal opathy in cattle and new vari ant
Creut zf el dt - Jakob di sease in humans, all of a sudden we were
put in a position where we had to get sone regul ati ons out
there. They had to be inplenented in an extrenely short
period of tinme, and the issues were conplex. Again, it took
a lot of resources.

Antim crobial resistance is another area that we
have spent a ot of our tinme dealing wwth as these issues
have becone nore inportant, such as the energence of a new
strain of salnonella, salnonella typhinmuriumDT-104 that is
resistant to five antimcrobials already. That puts new
enphasi s and new pressure on us to nmake sure that we do not
contribute to that problem

You can see that our resources are dw ndling
because we could not afford a spelling checker for the word
"resi stance."

[ Laught er. ]

DR. SUNDLOF: Sone of the efficiencies that we

have tried to put in place to counteract sone of the
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resource and workload inplications are we are one of the
rei nventi ng governnent projects under the national
performance review of the admnistration, and we basically
redesi gned the way that we approve new ani mal drugs. It is
very innovative, and it is very interactive with the

i ndustry, such that it is kind of a just-in-time review.

We have broken out the application process into
six major areas, and we are working with the pharnaceuti cal
i ndustries such that when they conpl ete one section, we wll
reviewit at the tinme that they are conducting other
studies. By this mechanism we have reviewed the majority
of their application by the tinme they finished all their
studies. So it cuts down considerably on the anount of tine
lag after all of the review material has been submtted to
the time that we can actually nmake the approval deci sion,
yes or no.

It al so saves conpanies a lot of tine in that if
we find issues during that process that we think need to be
repeated or that do not need our criteria, we can let them
know right then such that they do not have to wait until the
very end and find out that they did a study wong and then
have to go back and repeat a nunber of different studies.

So that has been inportant. Again, we have been
wor ki ng very hard on our strategic plan to nmake us nore
efficient.

We have taken advantage of the technology to
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communi cate better, as just about everybody has. W have

t aken advantage of the Internet and to | ocal area networks,
w de area networks, and all of the goodies that cone al ong
with that. That has very nuch inpacted on our productivity,
and we think that to the extent that we can afford these
technol ogi es, they have paid off very well.

W are into an area now where we are starting to
| ook at el ectronic subm ssions, so that conpani es do not
have to make several copies of these paper subm ssions which
in some cases can fill up a small room and also results in
maj or storage problens for us which are expensive. Doing
things electronically just nakes a | ot nore sense.

Finally, | talked about the high-perfornmance
organi zation in which we are doing a ot of work to try and
change the culture to be nore businesslike.

Let's ook at the reductions in our staff over the
last 5 years, and | will start with the Ofice of New Ani nal
Drug Evaluation. This is the office that is actually
responsi bl e for review ng applications for new ani mal drugs
and maki ng the decision as to whether or not those drugs
shoul d be approved or not approved.

It has al ways been ny phil osophy that the best way
to protect the public health is to make sure that we have a
good process for evaluating the safety and efficacy of
drugs, and that we use that in order to get products out

onto the market, such that veterinarians and |ivestock
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producers have access to an adequate nunber of drugs to make
sure that aninmal health is maintained.

We think that that is the best way to protect the
public health because you get a |lot of voluntary conpliance.

It pronotes voluntary conpliance to use drugs properly, to
use drugs correctly.

We have a nunber of visible exanples of how that
has actually played out in the past few years. Were there
have not been adequate drugs in the past, a |lot of drugs
were used off label. They caused residue problens. Now
that we have new, safer, nore effective drugs on the nmarket,
the tendency to use these other drugs is di mnishing
rapidly.

Knowi ng that we were going to take reductions in
our work force, | tried to preserve this function because |
t hought it was probably one of the nost inportant, but even
with the efforts, there has been a 9-percent reduction in
the staff in this office over the last 4 years. So we are
t aki ng reducti ons.

That is a 9-percent reduction just in the nunber
of people who are involved in the review process, but we
have all of these other issues, the unfunded mandates that |
tal ked about, trying to get regulations to inplenment the
Ani mal Drug Availability Act.

We have investnent work where we are trying to

wite policies and guidelines to the industries, so that we
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have a nore transparent system so that we are nore
interactive and that we have a nore stable regulatory
environnent. Those things take up resources.

So, inreality, what we have really experienced,
because now all of the people that we are doing al nost
exclusively review work are doing these other functions that
are necessary. W have actually experienced what we believe
to be about a 36-percent reduction in FTEs, and for those
who do not understand the FTE jargon, that stands for
"full-time equivalents.” That is equivalent to a
one- person-year sal ary.

You can see that the yellow, again, is the anount
of people that are available to do review work, and all of
these other initiatives have really cut into that. Yet, we
have nore responsibilities than we can acconplish with the
current staff.

As a result of that, our review tinmes, which went
down for about 2 years, we had a good reduction in the tine
that it took to review ani mal drugs, but about a year or 2
years ago, that hit a plateau and now it is going back up
The reason for that is apparent in this graph.

It is that we just do not have the resources that
we used to, to be able to review this, even despite the
efficiencies that we have built into the process. So that
is our new ani mal drug review.

W have al so taken some reductions in our research
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program A |lot of people would say, "Well, the research is
probably the | east inportant part of your function," but
actually, we depend highly on research, very, very focused
research to answer critical questions that are inportant for
us to do our jobs, primarily relating to human food safety

I Ssues.

In many cases, we need specific information that
just does not exist, and requires new research in order to
produce that, which then is built right into the regulatory
process. Then we can make sound scientifically based
regul at ory deci si ons.

As you can see, we have had a trenendous reduction
in that over the past years in our extranural. That is
research that we fund outside of CVM It went from about a
mllion dollars to alnost nothing in 1998, except for the
food safety initiative, which | said was very targeted and
f ocused.

So, if you look at that w thout the food safety
initiative, you can see that we have taken severe reductions
in our extranural research

In our Division of Conpliance, this is the
division in which we rely on our D vision of Conpliance to
make sure that all of our laws and our regul ations are being
enforced, such that if there are people out there that el ect
to disregard the | aws and the regul ati ons, our conpliance

peopl e nmake sure to bring those people back under the



regul atory unbrell a.

That is a very inportant function, and you can see
fromthis graph that we have had a 42-percent reduction in
our conpliance activities.

At sonme point in time, you are going to get to an
area where we do not have a credi bl e enforcenent program
anynore, and once we do not have a credi bl e enforcenent
program anynore, a conpliance program then we do not feel
that we can adequately protect the public.

So it is inportant, and in fact, we are
redi stributing sonme of our resources to nake sure that the
Di vi si on of Conpliance has adequate resources. They work
very closely with the FDA field staff to nmake sure that al
of the conpliance actions are in place, but we do not have
enough resources to make sure that we follow up on every
si ngl e one.

They have al so taken on new responsibilities as
well in this process. It is not inportant that we go
through all of the different colored bars, but as we rely on
themto do other things, devel op good regul atory policy,
work with the field in order to make sure that there is a
coordinated effort, it just becones nore and nore of a drain
on our resources.

So that is the context that | would like to
present, as we ask you further questions today about how we

can do a better job, where are the areas that we need to
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prioritize, what areas should we maybe not enphasi ze so
much, so that we can neet the expectations of our
st akehol ders.

| would Iike to thank you all for giving ne the
opportunity to speak to you today as we go on in this
meet i ng.

Unfortunately, | amgoing to have to step out for
alittle while. The National Acadeny of Sciences is going
to, tonorrow, announce their results on whether or not there
shoul d be a single food safety agency, anong ot her things,
and they are having a prebriefing at 10 o' clock and | have
been invited to go there.

So | amgoing to duck out for alittle while, go
to that prebriefing, and then I will be right back.
Dependi ng on what they say, the next tine | talk to you, the
initials my be different here. | amnot sure.

[ Laught er. ]

DR. SUNDLOF: Thank you very nuch.

[ Appl ause. ]

DR, BLACKWELL: | would like to thank Ms. Suydam
and Dr. Sundlof for their presentation and setting the
context, the framework for our neeting today.

At this tine, let us take a 15-m nute break. W
are going to get started in 15 mnutes, and we ask that you
qui ckly take your seats at that tine.

Thank you.
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[ Recess. |
St akehol der Panel #1

DR. BLACKWELL: Thank you for quickly locating
your seats. W need to nove into our next phase of this
meet i ng.

| will do so by introducing our panels this
morning. | would like to start with the panel to ny right,
our stakehol der panel, and starting fromyour right side of
this table, as you are looking at it, we have representing
the Animal Health Institute, M. Al ex Mthews, president.
Representing the Animal Drug Alliance is M. Jess Stribling,
t he executive director; American Veterinary Medi cal
Association, Dr. Elizabeth Curry-Galvin, who is the
assistant director of the Scientific Activities D vision;
the American Association of Swine Practitioners, Dr. Tom
Bur kgren, executive |iaison; and Food Ani mal Concerns Trust,
M. Richard Wod, executive director.

| would like to welcone all of you here this
nor ni ng.

For the FDA, starting closest to ne, we have Dr.
Bert Mtchell, who is the CVM associate director for Policy
and Regul ations; Dr. Andrew Beaulieu, the deputy director
for the CVWM O fice of New Animal Drug Evaluation. W also
have M. M ke Thomas who is wth our Ofice of Research, and

M. Dick Geyer with our Ofice of Surveillance and
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Conpl i ance.

We al so have in the audi ence a nunber of people
fromthe FDA who are here as resources in case there is need
for clarifications fromour side. |In fact, those who are
nearest to the front, | see a couple of names indicated on
the placards here, Dr. Schwetz and Dr. Al derson

They are here present in the audience. However,
they will have to | eave before the panel discussion ends,
and they thought it mght be a little bit disruptive to get
up fromthis table.

So we hope you understand that, and with that, we
shoul d nove right into the stakehol der presentations.

MR. MATHEWS: Thank you, Mke. It is a great
pl easure to be here.

| am Al ex Mathews. | am president of the Animal
Health Institute. AH represents manufacturers of anima
heal th products, the pharnmaceutical s, vaccines, and feed
addi tives used in nodern food production, and the nedicines
t hat keep pets healthy.

As a maj or stakeholder in the way FDA and the
Center for Veterinary Medicine carries out its
responsi bilities under the Federal Food, Drug and Cosnetic
Act, we welcone this opportunity to present our views on the
agency's priority-setting and utilization of resources.

Let me first state that AH greatly appreciates

the close working relationship with CYMin achieving
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significant new | egi sl ati on under the Animal Drug
Avai l ability Act, which preceded the passage of the FDA
Moder ni zati on Act of 1997.

The ADAA was an exanple of a cooperative effort
between the FDA and the Coalition for Animal Heal th, which
resulted in sweeping changes in the way aninal drugs are
regul at ed.

It was only with the commtnent of the Center that
the Act was able to pass the nmany hurdles of the legislative
process. W commend Dr. Sundlof and his staff for their
strong support to this process.

However, the success of that undertaking could,

i ndeed, be dimnished if the spirit of the legislation is

| ost due to a failure to carry its objectives forward. AH
and the Coalition have relayed our concerns relative to key
i ssues, such as the substitution of a nulti-centered
efficacy study to replace nultiple investigations, a

percei ved reluctance by NADE to inplenent presubm ssion
conferences, and little progress in devel opi ng workabl e
regul atory solutions to enhance the availability of m nor
speci es/ m nor used products.

We trust that CVMw |l carefully consider these
concerns so that ADAA can becone the success that the
i ndustry, FDA, and the Congress expect ed.

In the short tine we have today to conment on the

w de array of questions posed by the FDA and the Center for
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Veterinary Medicine, | will focus on those issues of nost
pressing concern to our industry.

FDAMA mandat ed t hat FDA eval uate progress in
addressing six objectives. W believe a key conponent of
this evaluation is to ask what FDA can do to provide a nore
t horough and conpl ete expl anation of the agency's subm ssion
revi ew process, and make expl anations nore available to
product sponsors and other interested parties.

To this end, CY/Mis responsible for a drug
approval process that nust be science-based, predictable,
and transparent. New policies are being inplenented in the
Center resulting in significant new requirenents, especially
for antibiotics, for which the industry has not been given
adequate notice and opportunity to conment upon.

AH urges the Center to address this FDA objective
by follow ng the regul ations, policies and guidelines
currently in place for product approval. Significant new
requi renents being contenpl ated by the Center should not be
demanded of drug sponsors until the basis for such
requi renents has been formally communi cated to the industry,
and gi ven an adequate public hearing and thoroughly grounded
i n science.

Anot her question raised by FDA is howto elimnate
backl ogs in the review process. AH is concerned with
reports fromour nenbers that suggest the approval process

for new products has been experiencing problenms resulting in
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the nost significant delays in application reviewtines in
years.

We support an adequate |evel of funding to carry
out all of the Center's public health responsibilities.
However, it is necessary to prioritize those functions of
nost inportance to the Center's mssion and those of |ess
i nportance where resources can be reduced.

The FDA/ Center for Veterinary Medicine' s m ssion
statenent as presented to stakeholders is to be a consuner
protection organi zation fostering, and I quote, "public and
ani mal health by approving safe and effective products for
animals.” W enphasize that this m ssion should be the
guiding principle in allocating resources and priorities to
the Center activities.

It is our view that the best way to protect the
public health is to ensure the availability of safe and
effective animal drugs and feed additives. W are concerned
with the apparent redirection of priorities from product
application review to other activities. W understand the
Center has received both additional funding and additi onal
responsibilities under the President's food safety
initiative. Wile this is an inportant program we fear
that an increase enphasis in the Center on its potenti al
role in mcrobial foodborne illness may interfere with its
directive to evaluate the safety or efficacy of animal drugs

and feed additives.
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W urge CYMto direct the necessary resources to
the drug approval process to naintain a systemwhich is
responsive and efficient in neeting statutory deadli nes.

We are encouraged by the Center's willingness to
i npl emrent a phased review system for new ani mal drugs.
Phasi ng of the review process is inportant to both the
agency and the industry by permtting a nore |ogical
st ep-by-step process for drug devel opnent and application
revi ew

The industry strongly supports further efforts by
CYM to incorporate phased application review as a routine
procedure for NADAs.

A question has al so been posed as to what
functions the Center can contract out and whether it should
i npose user fees. Regarding the issue of user fees, AH has
steadf astly opposed user fees for NADA review. User fees or
other forms of non-Federal funding are inappropriate for
t hose functions that have the responsibility of Governnent
and ensuring the safety of the food supply from foodborne
hazar ds.

The industry is in no way opposed to the Center
finding ways to inprove or fill human resource gaps in its
application review process by seeking expert outside review
of certain sections of the application, as long as the
quality of the reviewis nmaintained and review tines are

mai nt ai ned.



For exanple, we would support the outside review
of laboratory animal toxicology and pat hol ogy studies. Such
studi es are usually conducted under accepted protocols and
outside scientific expertise as readily avail abl e.

Anot her potential area for consideration of
outside expertise is with the statistical evaluation of
efficacy studies, which is critical at draw ng concl usi ons
fromwell-controlled studies.

Let me al so comment on enforcenent of violations
of the Food, Drug and Cosnetic Act. AH views this function
as critical in protecting the integrity of the drug approval
process, and those pharmaceutical conpanies legally
mar keti ng products neeting the requirenents of the Act.

We are concerned that the majority of effort and
resources bei ng expended by the Center on surveillance and
conpliance functions appears to be directed at these
conpani es nmarketi ng approved drug products.

More effort in our view needs to go into
preventing the distribution of illegally marketed or
conpounded products, and those practices which are clearly
outside of the provisions of the recently published AVDUCA
regul ations, which restrict the extra | abel of human drugs
inlieu of approved food aninmal drugs for which there is
established safety and efficacy data.

| would i ke to cormend briefly on a question

posed by CV/Mregarding the m x of activities being
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undertaken in the Center Toward |nternational Harnonization.
While the international efforts listed in the question are
i nportant, AHl supports a strong focus on CODEX s
Alimentarius and the Veterinary International Cooperation on
Har noni zation, the VICH initiative, as having the nost

i nportance to harnoni zation

AH and CVM have partnered closely in both the
CODEX Comm ttee on Residues of Veterinary Drugs and Food,
and the VICH  These prograns stand to be the nobst
productive in our view in bringing science-based
har noni zation to the eval uation of new ani mal drugs because
they are formal cooperative prograns between the regul at ed
i ndustry and Governnent agencies in various parts of the
wor | d.

We thank you for your tine today to provide sonme
of our views, and we reserve our right to submt witten
comments in the docket by the Septenber 11th deadline. W
| ook forward to addressing these issues and chall enges in
setting priorities for CVM

We strongly share Dr. Sundlof's goal of achieving
hi gher |evels of regulatory certainty and efficiency. Al
menbers of CYM have AH's commitnent to be a creative,
positive force in devel oping solutions to the issues we face
today and in the future.

Thank you.

MR. STRIBLING Good norning, |adies and
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gentlemen. M nane is Jess Stribling. | aman attorney in
t he Washi ngton office of the Atlanta-based |aw firm of King
& Spaulding, and | amhere this norning in ny capacity as

t he executive director of the Animal Drug Alliance, an
associ ation of conpani es that make ani mal heal th products,

i ncl udi ng generic animal drugs.

The Alliance is grateful to the Center for
Veterinary Medicine for inviting its participation in this
meeting, and I wish | could say that we cone here with sone
magi ¢ bullets and solutions for what the Center is
encount eri ng.

| hasten to say fromthe very beginning that we
have none. The Center, we believe, has been doing a very
good and creative job in trying to do nore on less, but it
is inpossible to do nore on less. W all know that, and
yet, we know that we live in a tine when there is a
so-cal l ed taxpayer revolt that makes it very unlikely that
taxes are going to be increased. And we live in a tine when
both political parties are commtted to downsizing the
Federal Governnment. So we cannot just wait for another
el ection in the hopes that things will get better.

It is adfficult situation. |If there is anything
different, it may be in the fact that whereas there have
bene periodi c downsi zi ngs of the Federal Governnent, not so
with the private sector, except in the |ast few years when

t here has been significant downsizing. It nmay be that the
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private sector understands and, if | dare nmake such a quote,
"feels your pain" in a way that it m ght not have been able
to do in the past.

The Alliance has asked ne to comment briefly on
FDA Question 5 in terns of CVM and CYM Questions 1, 2, and
3, but, again, no magic bullet.

Question 5 asks what do you believe CVM shoul d do
to adequately nmeet the demands that are beginning to burden
the application review process. Cbviously, the sinplest
answer woul d be to have nore people, and we woul d espouse
t hat, though we are dubi ous about the possibility.

Secondly, given the fact that an individual or
i ndi viduals have to review a new ani mal drug application, it
is inmportant that they not have material that they have to
review that is not really necessary to nmake an approval
decision. And the Center mght |ook through its
requi renents, certainly Section 514 that establishes the
categories of information, but it may be that over tine,
informati on has been required that is no |l onger necessary in
light of new requirenents and can be del et ed.

There is, however, one significant kind of
information that is part of the new animal drug review that
nore than anything else infuriate the feelings of nenbers of
the Animal Drug Alliance, and that is information that is
reviewed by FDA field investigators, but is also required to

be included in aninal drug applications for a concurrent and
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duplicative review by sonebody in the Center. Mich of this
is process validation information.

We recogni ze that there are different reviews that
need to be made of this information. There is a scientific
review, and there is a review for CGW conpliance, and we
acknow edge that, but as we sit back and see the dw ndling
resources of the Center and the decline in nunber of
reviewers, it just seens remarkable to us that there cannot
be found sone other way of doing both a science and CGW
conpliance review of data other than having two separate
peopl e review the sane vol um nous stack of material.

For exanpl e, perhaps field investigators, who
after all are intelligent and well-educated individuals, can
be taught the science needed so that they can review these
data sets fromboth the science and CAGW poi nt of view, or
if that is not possible, perhaps the Center scientists can
give investigators a list of scientific questions. As the
i nvestigator reviews the data for CGWw conpliance, he or she
can mark the information that would answer the scientific
gquesti ons.

Then the investigator can tel ephone the Center
scientist and orally brief himor her on the answers. Do
you see the point? There ought to be some way not to
require two different people to review exactly the sane
i nformation.

CYM Question 1 asks about the nmany consumner
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protection functions performed by CVM and whet her sone
shoul d be changed. Admttedly, CYVM s nmandate is inposing
and broad in scope. |Its task is daunting, even with
adequat e resources.

We woul d, however, in concurring with our friends
in the Animal Health Institute, express concern about the
decline in the conpliance efforts not only on the part of
the Center, but also on the field investigators.

We agree with AH that it is absolutely inportant
for the Center's conpliance activities to protect the
i nvestments made by ani mal health conpanies in the approval
and the R&D required for approval of products.

We al so | ook around and note that there are
i ncreasi ng nunber of inspections and increased requirenents
for animal heal th conpanies that are maki ng products that
are not under NADA process, and surprisingly little effort
bei ng made on those conpani es that are meki ng products that
are not under the NADA approval process.

| ndeed, the Animal Drug Alliance has on severa
occasions cited specific conpanies by nane to the conpliance
of fice of CVM asking that the CGws of those conpani es be
revi ewed because, so far as we know, there is sone
relatively gross situations in conparison with the standards
that are being nmet by conpani es naki ng approved ani mal
drugs.

| would only add in passing that it is anazi ng how
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qui ckly we forget. | happen to believe that the human
generic drug scandal, which then went beyond the generic
industry to all FDA-regul ated products in terns of a general
non-conpliance with CGw and maki ng products outside the
approved applications, resulted fromthe preceding

gover nnent al deregul ati on, which had taken place as a
political programand led to significantly decreased FDA
enf or cenment .

In my mnd, it was as sinple as when the cat is
away, the mce do play, and what happened was when FDA was
not inspecting carefully, conpanies began to take shortcuts.

"Be nore efficient” is the euphem sm and as | say, that
did not involve only the smaller conpanies, but it involved
virtually every major manufacturer in the United States,
human and generic, to sone degree or |ess.

Just | ook through the nanmes of the conpanies that
were closed fromtime to tinme in both the human as well as
the animal drug area.

Yet, here we are, just |ess than a decade away
fromthe generic drug scandal, and we seemto be creating
the same kind of environnment by not allocating resources for
conpliance and for CAGW conpliance that may lead to a
simlar-type problem One wonders if that happens, what
product area that will involve.

CVM Question 2 pertains to user fees and asks

whi ch FDA/ CVM functions m ght be appropriate for user fees.
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| nmust begin by saying that everyone in the
Al liance agrees with AH that it is not appropriate for the
functions that are done by CVMto be funded anywhere outside
the United States budget.

As a result, nost of our nenbers are agai nst user
fees, period, but there are a couple at |east that say,
"Well, things are so bad that regardl ess of what we think
shoul d be the case, we would be willing to consider user
fees if we could be assured that there would be the sane
kind of results for animl drug approval tines as there have
been for human prescription drugs."”

The difficulty, though, has been discussed this
nor ni ng, both by Linda Suydam and by Steve Sundl of. User
fees that are additive, such as those for human prescription
drugs, may be fine, although they seemto have taken their
toll on the renmai nder of the agency for reasons that Linda
and Steve explained, but as | understand it, and pl ease
correct nme if I amwong, user fees that are being tal ked of
now are conpensatory in nature and represent nothing but the
Congress allocating | ess noney to the agency, but then being
able to say that the agency is getting as nuch noney as it
did before, sinply because it has user fees. That appears
to us to be an opportunity for disaster, and we would |ike
to know far nore detail about exactly what kind of user fees
are being tal ked about before we even take the tinme or nake

the effort to respond to such a question, much | ess consi der
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CVM Question No. 3 asks which activities could and
shoul d be outsourced, ny word for third-party efforts.

We are perhaps nore skeptical than our friends at
AH on this matter. W are somewhat uncertain about
third-party efforts, and I think at this point, we would be
happy to have CVM stand back and await the experience of
other centers in the agency, or if it wants to try in a very
limted way in ternms of what AH has suggested, that would
be fine.

The issue, quite candidly, is whether third
parties assisting in application review or perform ng CGW
i nspections mght not be nore cautious in the case of
reviewers or nore stringent in the case of investigators.

Those of us who have dealt for years with FDA
advi sory panels, which are made up in many instances of
academ ci ans, are aware of the fact that while occasionally
there will be an advisory conmttee that will go off and be
far nore liberal than FDA woul d have them do, by and | arge
the problem seens the other, that there is always a little
desire for a little nore data, a little nore information
and we are just not convinced that outsourcing is the way to
go.

We are grateful, again, for the opportunity to
talk with you this norning. W wi sh we had sone nagic

bullets for you, but we will be happy to answer questions,
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as you have them and to cooperate in any way that we can.

DR. BLACKWELL: We appreciate those coments from
both the AH and ADA.

We are going to change our format just alittle
bit and have the FDA panel, if you would. |If you need to
seek some clarification of any of the input we have received
so far, if we can do that at this tine, we will be directing
this effort at both AHH and ADA. Then we wll follow your
di scussion with the next presentation.

After each presenter, for the rest of the day, we
wi Il have this exchange take pl ace.

Again, the effort to clarify, have the panelists
clarify any of their coments in order for us to nake sure
t hat we understand the nessages.

Dr. Beaulieu?

DR. BEAULI EU. For M. Mathews, could you clarify
your perception of the Center's efforts with respect to
approvi ng the approval process for m nor use products?

| think | heard you say that you thought we were
di visioned in neeting that.

MR. MATHEWS: The concern there is essentially
that we participate with the Coalition and have submtted
sonme comments and concerns to you, and the feeling that we
have is those comments perhaps have not been taken into
account as well as they m ght have, so just to give you the

due proper.
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DR. BEAULI EU. Thank you.

MR. GEYER. M question is for M. Mathews as
well, but M. Stribling mght want to corment on it, also.

You made a brief reference to extra | abel use
under AMDUCA. | wonder if you could elaborate a little bit
on what you see as the problens and maybe sol utions in that
ar ea.

MR. MATHEWS: The concern there really focuses
back to surveillance and conpliance, and the efforts that
are being undertaken within the agency to focus on that and
perhaps to take a careful |ook at how your resources in that
area are focused. Are they directed towards conpani es which
in our view are marketing properly? Are those conpanies
that are perhaps distributing illegally or conmpoundi ng
i nproperly, whatever it mght be? Just to really take a
| ong, hard | ook at how you use your resources there.

MR. STRIBLING | would only add to that another
specific, which we have voiced to the Center of a violative
activity, and that is the increasing nunber of veterinary
conpoundi ng mai |l order pharmaci es, many of which are
conpoundi ng products that may be different in flavor or
color fromthose that are nmade under the approval process by
manuf acturers and are direct conpetitors in a very violative
way agai nst conpani es that have invested in their approval.

MR, GEYER: Thanks, Jess, and one ot her question

for you. You referred to the dual review for process
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validation information. The concern there is the anmount of
tinme that it takes, and if so, who nmuch extra tine, and al so
is there concern about consistency.

MR. STRIBLING Thank you. There is concern about
consi stency as wel|.

MR. GEYER. And the anount of time, how nuch del ay
does that cause?

MR. STRIBLING W have no way of know ng how nuch
delay it causes because we do not know how nuch tinme it
takes to review each dataset, at |east inside the Center

We can see how long it takes an FDA investi gator
to wade through sone material, but given the tinme | ength of
t he approval process, anyway, we assune that anything that
woul d shorten it would be helpful, and as we |ook at it, the
notion of two people review ng the sane data just seens to
us an inefficiency that we would attenpt to address as a
first order of business.

DR. BLACKWELL: Dr. Mtchell?

DR. M TCHELL: You both suggested increased
resources to the review process and to conpliance. | think
it would be helpful to us during the course of the day if we
coul d understand where you think those resources m ght cone
from as well as the enphasis on where they should go. Now
or later, I think it would be good to hear that.

MR. STRIBLING Dr. Mtchell, I amtold that the

report fromthis neeting will go to the Congress of the
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United States, and so it seened to ne hel pful for as many of
us as possible to advocate increased funding of the Food and
Drug Adm nistration and the Center for Veterinary Medicine
in order that the recipients of that report would hear

w despread support for it.

MR. THOVAS: A question for M. Mathews. |
t hought | heard you say that you thought that the food
safety initiative mght pose a problemfor the drug approval
pr ocess.

MR. MATHEWS: It is a concern. It is a concern
that resources, whether it be nonetary or personnel, be
taken away fromthe drug approval process to focus on the
food safety initiative, and we will rely on your good
judgnment to see that it does not happen, but that is a
concern that has been raised.

Let me also respond, if |I could, to the resource
guestion about user fees, and really to add to Jess
coments. W do as an association and as an i ndustry oppose
the inposition of user fees for the reasons we tal ked about
and as | stated.

| think before you get to that question of whether
you should or should not inpose user fees, there are other
guestions that have to be answered really in the
affirmative, and that is, are we adm ni stering, ADAA the
Ani mal Drug Availability Act, the Food, Drug and Cosnetic

Act, in the nost efficient way possible. Are we really
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thinking to do it in the snmarter ways we possibly can from
your side and candidly fromour side as well?

| think if we go through all that, you cone to the
end of the line. You never say "never" in this town, but |
think it is very inportant that we really go back because
the ADAA was intended, | think, to try to address sone of
t hose concerns and to work it in a nore efficient, | think
resource-scarce environnment that we are in now.

DR. BLACKWELL: Any other clarifying questions?

[ No response. ]

DR. BLACKWELL: Wth that, then we will ask if Dr.
Curry-Glvin will conme forward and gi ve her presentation.

DR. CURRY-GALVIN. Good norning. M nane is
El i zabeth Curry-Galvin, and | am here today on behal f of the
American Veterinary Medical Association

The objective of the AVMA is to advance the
science and art of veterinary nedicine, including its
relationship to the biological sciences, agriculture, and
public health

The Association provides a forumfor the
di scussion of issues of inportance to the veterinary
prof ession, and for the devel opnent of official position
st at ement s.

The Association is the authorized voice for
veterinarians, presenting its views to Governnment, academ a

the media, agriculture, pet owners, and other concerned
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publi cs.

The reason | am speaking to you today on behal f of
AVMA i s because | staff the AVMA's Council on Biol ogic and
Therapeutic Agents and its Drug Advisory Conmttee. These
are the entities within AVMA who generally work with the
ani mal drug issues and, hence, interact nost closely with
t hose nenbers of the FDA/ Center for Veterinary Medicine. |
must say, we enjoy a very good working relationshinp.

Pl ease let nme take just a nonent to introduce
ot her nmenbers fromthe American Veterinary Mdica
Association with us here today. | have Dr. Nyl e Finnegan,
who is our newWy appoi nted Governnent Rel ations Division
director--thank you, Nyle--as well as Dr. Bernadette Dunham
an assistant director at this sanme Washington offi ce.

Li ke others, the AVMA will be submtting our
responses to the bul k of the questions asked by the FDA to
t he Dockets Managenent Branch, but let ne take a nonent and
share maybe a few key questions. These were actually taken
fromthe general FDA questions, and | have picked out
Questions 1, 3, 4, and 5.

My st akehol der packet arrived pronptly in Indiana.

| live in Illinois.

[ Laught er. ]

DR. CURRY-GALVIN: So |I focused nore on those
general questions which | was nore famliar wth.

In the first general question, the FDA asks what
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it can do to inprove its explanation of the agency's
subm ssi on revi ew process.

Vell, at first blush, | thought this seened |like a
guestion really for the Animal Health Institute or the
ani mal drug industry in general because the intricacies of
t he subm ssion process are really the prinmary concern of
ani mal drug sponsors.

However, veterinarians are highly concerned with
the process' inpact on drug availability. dear
communi cation and transparency of the process is paranount.

| mpl enmentation of the letter and the spirit of the
Ani mal Drug Availability Act, particularly wth respect to
efficacy testing requirenents, binding presubm ssion
conferences, and m nor use/ m nor species approvals mnmust be
uniformy wel comed by the Center

The third general question asked by the FDA is
really a long one, but basically gets to the heart of, anong
ot her things, how do you have an effective surveillance and
conpliance unit.

These functions are very inportant to the AVMA
We desire ongoi ng and enhanced support fromthe Center to
answer questions related to extra |abel drug use by
veterinarians. Cenerally, these questions involve the
agency's evaluation of a situation and interpretation of its
particul ar regul atory policy.

| as a staff nenber of AVMA can be very
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know edgeabl e about AMDUCA, but sonetines questions arise
and their interpretation of policy, and that is not
sonething | can offer. | need to be able to hear good
information fromthe Center. So |I would ask you to continue
to keep that a priority.

Wth regard to correcting problens associated with
t he use of FDA-regul ated products, the AVMA nentions an area
of concern, and that is the illegal distribution of
prescription drugs to end users w thout authorization froma
veterinarian in a valid veterinarian/client/patient
requirenent. The AVMA would |ike to see an enforcenent
presence on this issue.

G ven the recent focus on postmarketing
surveillance of antim crobials used to treat food ani mal s,
the AVVA feels conpelled to state that while we
ent husi astically support inproved antim crobi al
susceptibility nonitoring prograns and conpany-sponsored
nmoni toring, the goal nust always be the retrieval of useful
and scientifically sound information, with the recognition
that the cost nust not beconme so prohibitive so as to
adversely affect drug availability.

In addition, we urge for transparent science-based
di scussions with stakehol ders as the agency enbarks upon
evaluating the results obtained fromthese expandi ng
nmoni toring prograns and determ ning any corrective actions.

We | ook forward to active participation in these
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upcom ng neetings that the Center has stated wll take
pl ace.

To swtch gears on Question 4, Question 4 asks
what approach the FDA should use to ensure the appropriate
scientific infrastructure with conti nued access to
scientific and technical expertise.

We feel in this day and age of increasingly
conplex scientific issues, it is inperative that the Center
has tinmely access to the best scientific expertise
avai lable. This is a foundation of good deci si on-nmaki ng,
and we recognize it costs noney.

Question 5 asks about tinely product reviews,
particularly in the absence of user fees. [In 1993, the AVMA
approved a position statenent that reads the AVMA supports
user fees for new animal drug applications, only if such
fees are directed toward enhanced revi ew and approval of
ani mal drug products.

It nmust be renenbered, however, that the cost of
user fees will ultimately be recovered in the purchase price
of the drug when it is sold, and for our |ivestock and
poultry industries in particular, the higher cost of drugs
can offset the benefit of inproved drug availability when a
producer can no |longer afford to purchase that drug. Thus,
user fees are not a panacea woul d be ny nessage.

So, in closing, the AVMA has exam ned the

functions of the Center, and we do not see mmjor areas where
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the Center should be divesting itself of responsibility.

| nstead, we are asking the CV/Mto deal with increasingly
conplex scientific issues, and we are awaiting many
activities related to the ADAA and ani mal drug approval s and
a nunmber of surveillance functions. W see the need for the
Center to receive nore dollars to neet our expectations of
our FDA.

| want to thank you for this opportunity to
comment on behal f of the AVMA, and rem nd you of the
standing invitation to used organi zed veterinary nedicine as
a resource in your decision-nmaking and a conduit for your
nmessage.

Thank you.

DR. BLACKWELL: Thank you, Elizabeth.

Any questions fromthe FDA panel ?

MR, GEYER. On AMDUCA, do you feel that you need
nore witten guidelines on the inplenentation of AVDUCA?
Shoul d CYM be working on guidelines in this area?

DR. CURRY-GALVIN: | think I mght not say
gui del i nes.

VWhat we have had in effect, the Center has worked
very closely actually with nyself as a staff person to
feature those | eftover questions during the AVDUCA
satellite, and we have published in our journal of the AVMA
four different issues that basically asks sone of these

questions and provide answers that the Center has cl eared.
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VWhat | find is that we still have a substanti al
chunk of information that we need to keep putting through
publication, and I know with the Center's distractions on a
ot of different other inportant activities that there has
not been as much enphasis on this.

So, basically, we have a nechanismin place, and
if we could just have folks--and | think this is probably
nostly surveillance and conpliance that probably deals with
nost of this--if it is sonething they can prioritize to get
information to nme, so that we can continue to use the JAVNVA
journal as a vehicle for information to our nenbers.

MR. GEYER. Thank you.

DR. CURRY- GALVI N:  Thanks.

DR. BLACKWELL: Yes. Dr. Schwetz?

DR. SCHWETZ: Sorry, but | am one of the panel
menbers who was not at the table.

What | would like to ask of you is to expand on
your suggestion that we increase our access to the scientist
and the scientific thinking that it takes to continue to do
our | ob.

The AVMA is particularly inportant because you
represent the crossroads of the veterinarians in practice,
people in research, and in the regulatory community. If you
can identify ways that we can be nore innovative to have
access to the scientist that it will take to nake the

decisions that we will be faced with over the next 5 to 10



years, it would be very hel pful if you have sone insights of
how we can access those people w thout necessarily making
t hem FDA enpl oyees.

DR. CURRY-GALVIN. Well, | do not have all the
answers on that.

| guess what | would say is the AVMA woul d fee
very confortabl e exploring the concept that fol ks who
provi de useful information do not have to be FDA enpl oyees.
So we would really enbrace you reaching out to other
groups, organi zations, sources of this information to make
sound deci si ons.

| amnot famliar enough with the Governnent
process to know what restrictions you have on that and such,
but I would be happy to work as part of a m ni working group
or sonething to iron sone of this out.

DR. BLACKWELL: Any other questions fromthe FDA
panel ?

Dr. Mtchell?

DR. M TCHELL: That was m ne.

DR. BLACKWELL: That was yours, okay. Thank you.

Seei ng none, then we will nove on.

Dr. Burkgren?

DR. BURKGREN: | am Tom Burkgren. | am here
representing the Anerican Association of Sw ne
Practitioners, which is a professional organization of

approximately 1,300 nenbers in the United States,
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veterinarians wwth an inviting interest in swine health and
pr oducti on.

| amlisted in the programas executive |iaison,
al though I have changed positions in the association. | am
now executive director, which neans | have nore
responsibility for the sane noney. So | can share the FDA' s
concern over unfunded mandates in their position.

As | went through the materials and prepared these
guestions, | found that the best starting place was the
m ssion statement of the CVM | found phrases in there that
were inportant for nmy comments.

First of all, the CVMis a consuner protection
agency. As food aninmal veterinarians, every tinme we stop on
a farm we are thrust into the role of consunmer protection.

We are also thrust into the role of protecting ani mal
health. The second part of the m ssion statenent for CVM
was approving safe and effective products.

Access to those products by veterinarians and
producers is essential for the continued health and wel fare
of the national swine herd. That is one of our main
concerns.

| would [imt nmy comments to the CVM specific
questions. First of all, Question 2, we have had a nunber
of comments on user fees, and | share Dr. Curry-Glvin's
concern over increasing cost, but |I would al so return,

again, to the mssion statenent that if the FDAC/Mis a
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consuner protection agency, then in nost cases what they do
is for the benefit of the consum ng public, and therefore,
the consum ng public should bear the cost.

Question 3, in ternms of using third parties for
certain functions, we have sone |limted experience of that
in swne industry given the use of the veterinary feed
directive and the contracting of inspections of those
directives to State feed inspectors.

Just yesterday, | received an e-mail forwarded
froma feed inspector that rai sed sonme questions about the
valid veterinary/client/patient relationship and even sone
guestions about the | abel of the product.

The questions were rather disturbing because this
i nspector is, in fact, inspecting feed mlls as well as
veterinarians in |l ooking at VFDs. Hi s questions displayed a
di stinct |ack of understanding of the VCPR, which is very
di sturbing to ne, but also a | ack of understanding of the
| abel .

He was concerned because he felt that the product
was being used in a preventative manner, rather than a
t her apeuti ¢ manner, and we cannot get into the definitions,
but, in fact, this product does carry a preventative | abel.

So, fromour standpoint, if you are going to have
third-party people doing these functions, then let's educate
t hem because ot herwi se you are going to really disenchant a

whol e ot her group of veterinarians.
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Question 4, the potential for collaboration, we
feel that here we have the general themes of conmuni cation
and education. W feel there is trenmendous opportunities
here as a veterinarian group to help with comrunication and
conpl i ance.

In the area of conmunication, as the Center tries
to deliver nessages to its custoners, organizations such as
ours have very wel |l -devel oped and di verse net hods of
communi cating and working with our nenbers to help you
del i ver your nessage.

Also, in terns of establishing outreach
initiatives, again, you can use our resources so we can help
you to make sure that when you are targeting these
initiatives that you use your limted resources in a better
manner, mneeting appropriate needs of the industry.

In terns of surveillance and conpliance, with the
antim crobial resistance issues, as you devel op the science
of post-approval nonitoring prograns, we believe that the
col |l aboration with the veterinarian scientific conmunity on
these types of progranms will be essential if CVMtruly
W shes to establish science-based and transparent processes
for drug sponsors to follow W feel this is essential,
again, for continued access to new antim crobial s.

In terns of field inplenmentation to ensure the
safety and effectiveness of products, organi zed veterinary

medicine is where the action is. W have a trenendous
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weal th of information on how products are used in the field.

We feel that we can serve as a resource for the
agency that if you conme to us and di scuss these things that
we can give you gui dance and hel p, again, in targeting
proper use of your limted resources.

In terns of Question 5, on non-regulatory
approaches, we would certainly wel conme non-regul atory
approaches. W feel that that can be a true strength of the
agency in an innovative use of the organized veterinary
medi ci ne.

Again, to return to the issue of resistance
devel opnment, as we | ook at the drug sponsors signing
agreenents to stop sale of new products if resistance
devel ops, we would certainly like to see a nore tiered
approach rather than absolute w thdrawal of a product from
the market. |If we can identify areas that are probl ens,
that we use, again, communication and education of
practitioners and producers to try to alleviate these, to
instill voluntary recommendations on restrictions rather
t han regul at ory approaches.

| would thank you for the opportunity to conment
and certainly look forward to expl oring new opportunities
with the agency as we nove forward in the swi ne industry.

Thank you.

DR. BLACKWELL: We appreciate that feedback.

FDA, any questions?
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DR MTCHELL: | would like to ask Dr. Burkgren if
he woul d care to enlarge on his concepts of consultation,

i ncreased consultation between CYM and the agency. | think
you were nmaking reference to FDA field force, and heartier
comments there.

Do you have a vision that you would like to
articulate on how this mght work, nore so than you have had
a chance to do?

DR. BURKGREN. | think probably just fromthe
general theme of if there is a problemgoing on in the
field, it goes both ways.

If we as a practitioner organization feel that the
product is being msused or that needs action fromthe FDA
we should cone to you, but, also, if you have questions
about how products are being used in the field, you shoul d
feel free to be able to contact us to find out.

| f we do not have the information, we can find out
fairly quickly. W can contact our nmenbers. |In the
i ndustry, we are a small industry, 1,6300 veterinarians. W
can get information probably quicker than you can.

| think that com ng through us, our practitioner
menbers woul d feel nuch | ess threatened for reprisals, for
volunteering information. W feel that we can serve as a
cl eari nghouse for comuni cati on both ways, fromthe FDA and
down to the practitioners and back and forth.

DR. BLACKWELL: | have a question. Tom regarding
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concerns that practitioners nay have with respect to
reprisals, could you expand that a little bit nore? 1Is that
from FDA or from other practitioners?

DR. BURKGREN: Probably both. Nobody likes to be
| abel ed as a "snitch."

DR. BLACKWELL: Ckay.

DR. BURKGREN. But | think also nobody |likes to
docunent their msdeeds. |If they have questions and
specific questions--the issue was raised about conpoundi ng
veterinary pharnmacies, where humans to these are not
veterinary pharmaci sts. These are human pharnaci sts, and we
are aware of what is going on. | get questions from
practitioners that say, "Well, we have been told the FDA has
signed off on this, and we are using these products, but now
we are starting to wonder whether or not this is
appropriate.” They do not feel confortable with calling
t he FDA because they actually do not want to docunent their
m sdeeds.

DR BLACKWELL: M. GCeyer?

MR CGEYER | would like to ask you a question
that | think perhaps Dr. Curry-Glvin mght want to respond
to, also. Fromthe perspective of the practitioner, how are
we doing on drug availability through drug approvals,

t hrough use t hrough AVDUCA, through enforcenent discretion,
what ever? Are we doing better, worse, staying the sane?

What are your conmments on that?
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DR. BURKGREN: | think the general feeling is that
you are doing better, and froma food ani mal practitioner
st andpoi nt, we do see new products com ng for bovine. From
the swine practitioner side, we are a little bit jeal ous.
They have got nore antibiotics than we have, and we tell
them that they have a greater need.

| think that, in general, it is doing better.
think there is certainly a greater appreciation of howto
properly use extra |label products, but there is also the
sense that they are perhaps freer to use those products in
appropriate manners.

DR. CURRY-GALVIN: | guess | would have to echo
that. That would be ny take as well.

DR. BLACKWELL: Any other questions?

[ No response. ]

DR. BLACKWELL: Wth that, we wll ask if M. Wod
will conme forward.

MR. WOOD: Thank you for the opportunity to
identify priority issues as the FDA and the Center for
Veterinary Medicine takes this step in response to the FDA
Moder ni zati on Act.

| am Ri chard Wod, the executive director of Food
Ani mal Concerns Trust, not "Animals.” It is "Aninmal
Concerns Trust," for whatever it is worth, or FACT.

FACT advocates for farm managenent systens that

pronote the safety of neat, mlk, and eggs. W currently
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have over 30, 000 individuals and supporters nati onwi de. W
al so sponsor a nodel egg farm ng systemcall ed Nest Eggs for
the salnonella enteritidis control programon our farns
since 1991.

In these brief comments, | want to address a
coupl e of questions asked by the FDA and the Center for
Veterinary Medicine, particularly, Question No. 3, which
cane in the mail to ne first, too, and | kind of stopped
t here.

How can the FDA work with its partners to ensure
that products are of high quality and provi de necessary
consuner protection? How can the FDA best establish and
sustain an effective and tinely science-based post-marketing
surveill ance systenf

For us, this question raises issues related to the
regul ation of antibiotics that are used with food ani mals.

Thanks to scientific research, we now know t hat
frequent use of antibiotics in animal medicine increases the
pressure for the selection of antibiotic-resistant bacteri a,
and al so increases the potential for this resistance to pass
t hrough the food chain to consuners.

We al so know, thanks to the recent Nati onal
Research Council report, that the jury is still out as to
t he magni tude of the risk, even though the report itself
acknow edges that antibiotic-resistant bacteria can be

passed from food aninals to hunmans.
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The 1997 Wirld Health Organi zation report on the
medi cal inpact of the use of antimcrobials in food aninals
stated the follow ng, "The magni tude of the nedical and
public health inpact of antim crobial use in food ani ma
production is not known. Despite the uncertainty, however,
there i s enough evidence to cause concern. It is unrefused
that the use of antimcrobials leads to the sel ection of
resistant bacteria. Tinely public health action is needed
to control or mtigation any nedical problemthat m ght be
related to the wi despread application of antim crobials
out si de the nedical sphere.”

So we call on the FDA and the CV/Mto take
aggressive steps now to prevent food ani mal -rel ated
resi stance fromoccurring in animl health.

We ask the FDA and its Center for Veterinary
Medicine to take three steps. One, identify through a
public process criteria for antibiotic approvals and the
threshol ds for antibiotic resistance. Two, secure fromthe
ani mal drug conpanies information as to the quantity of
antibiotics sold in the U S. by label, and, three, to
prohi bit the use of antibiotic growh pronoters that are
al so used in human drug therapy or that may inpact human
heal t h.

We appl aud the work of the Center for Veterinary
Medi ci ne, the AVMA, and the CDC for working toward prudent

use guidelines for the therapeutic use of antibiotics in
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ani mal s.

| was an observer at the May 5th neeting of the
group that began to define the concept of prudent use. For
what it is worth as staff for a consunmer group, while we
woul d |i ke opportunity to comrent at sone point, it is the
scientists and the practitioners who are sitting around that
tabl e who should craft that definition, but that is not to
advocate responsibility for the role that the public should
pl ay.

The public has at |east two inportant functions
when it comes to defining how antibiotics are to be used
w th ani mal s.

First, consuner representatives should be at the
table along with the scientists and the other stakehol ders
to define the criteria by which an antibiotic is approved.

For exanpl e, should resistance testing be a part
of the approval process? Wat kind of provisions are in
pl ace if resistance were to occur?

Second, consuner representatives should be at the
table with scientists and ot her stakeholders to help
identify the thresholds for antibiotic resistance. Based on
t he best science available, at what point of resistance is
an antibiotic to be considered a threat to public health?
We call upon the Center for Veterinary Medicine to
facilitate such a decision-nmaking process.

Secondly, we call upon the animal drug industry to
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make public their antibiotic sales information, and we call
on the CYMto help enable this to happen.

The National Research Council report calls for the
establ i shment of a national database to "nonitor
m crobe-related illnesses and trends in antibiotic
resi stance that may result fromdrug use in food aninmals."

The database would help to determ ne the risks
related to antibiotic use. W would wel cone the
establi shment of such a database, but its information would
be valuable only if the database contains conplete and
accurate information.

Health officials have indicated that a major
obstacle in |linking animal drug use to rising resistance is
the lack of data on how nuch antibiotics are used in food
pr oducti on.

For exanpl e, how much serafloxin is being used in
treating chickens? Regarding subtherapeutic drugs, |icensed
feed mlls report the pounds of feed sold, but how nuch
active ingredient is in the poundage indicated?

| ndustry may tell us that the data that wll
assi st the agency in nonitoring resistance is proprietary,
but there nust be a way around this concern, while at the
sane tinme providing the necessary data just as the
phar maceutical industry in the U S has been wlling to
rel ease sales and volunme data on antibiotics used in humans.

It is nowtine for animal drug manufacturers to do
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the sane. Then antibiotic-resistance decisions can be nore
fully infornmed.

Finally, we call for a ban on subtherapeutic drugs
that are also used in human drug therapy. Wile there is
currently a great deal of discussion around therapeutic drug
use, the discussion on subtherapeutic drugs in and of itself
is not on the table, at |east from our perspective.

Yet, in the literature, we read that 90 percent of
all antibiotics admnistered to aninmals are used in
subt her apeuti c doses and not for the treatnent of ill nesses.

Until science denonstrates that subtherapeutic use
of these antibiotics is safe, their use as gromh pronoters
shoul d be st opped.

The econom c anal ysis of the National Resource
Counci| found that banning growh pronoters would have an
adver se econon c i npact on producers and thereby on the cost
of food for consuners, but the prem se of that NRC study was
a total ban on all antibiotics used subtherapeutically.

You may want to study the econom c inpact of the
total ban that is going on in Sweden, but our organization
is calling for a ban only on those antibiotics which are
used in the treatnment of human di sease and those antibiotics
that select for resistance in antibiotics used for humans.

As you know, this is not FACT's proposal, ny
organi zation's proposal. The Wrld Health Organization both

in 1994 and in 1997 called for a ban on subt herapeutic
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antibiotics and also antibiotics that were also used in
human t her apy.

All of the industrialized nations have adopted
this ban, with the exception of Canada and the United
States. On behalf of human health, it is time to take this
st ep.

In terns of the CVM consuner protection functions,
very quickly, as identified in the CYM questions, for us,
obvi ously, the surveillance function regarding antibiotic
resi stance is key.

In terns of the agency's enphasis on
non-regul atory approaches in its Question No. 5, we believe
that a good nodel is the feed mll training that has taken
pl ace around the BSE regulation. Still, FDA and CV/Mis a
regul atory agency, and we support functions that affirmthis
regul atory and i nspection power.

We applaud the priority that CVYM has given to
nmonitoring inplenmenting the BSE regul ati on, devoting primary
resources to this effort. CVMs response to this rul emaking
process was a good nodel of how the agency is to protect
human heal t h.

Finally, we affirmthe outreach functions at CVM

The agency is and should be responsive to involving and
updating all of its stakehol ders including consuners inits
policy and regul atory deci sions.

Thank you for this opportunity to address these
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gquesti ons.

DR. BLACKWELL: Thank you, M. Wod.

Do we have questions fromthe FDA panel ?

[ No response. ]

Questions and Comments fromthe Audi ence and
Summati on of Major Points from Panel D scussion

DR. BLACKWELL: If not, what we wll do at this
time is open up our discussion to the audience, if any would
like to make comments, to give us sone feedback at this
tine.

We ask that you do use the m crophone here in the
center aisle so that we can capture that for our transcript.

You can direct your questions to us. W are
asking, again, for clarification or feedback nowin this
case. |If you have sone specific feedback from your
perspective that has not been nentioned, please take this
opportunity to share it.

Yes, please. | think you are the fellow that told
me | was going to be shot.

DR. DODEMAI DE: Thanks for this opportunity. MW
name i s Robert Dodenmaide. | work for Hoechst Roussel Vet,
and | am speaking on ny own behalf. | am not speaking on
the industry as a whole or on behalf of AH, of which our
conpany i s a nenber.

First of all, | would |like to address user fees.
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Qur conpany is against user fees, the inposition of user
fees. We feel that the inposition of those will discourage
us from applying for supplenental applications, for perhaps
m nor uses or less lucrative uses. It would only be a

di scouragenent, especially for mnor uses and m nor species,
and al so, we | ook at the exanple of our northern neighbors
where despite the inposition of user fees now for possibly 2
or 3 years or whatever it is, their approval process is
still, I think, an utter disaster. It has not made one jot
of difference to their efficiency or the approval process.

On the issue of inproving efficiency of review, |
woul d i ke to suggest that CYM | ook very seriously at
outsourcing reviewi ng certain sections, and | think the
human food safety section is a particularly good exanpl e of
where this could be done.

The protocols under which studies are done are
fairly standardi zed. There is a |lot of expertise avail able
out there, and | think this would greatly enhance the revi ew
process and the tineliness of reviews, and even perhaps
protocols, if sone of the review ng was outsourced.

Movi ng onto manufacturing, | have a coupl e of
comments here. | guess | would just like to urge that CVM
ensures that there is no duplication in the review process.

| think the potential for this is especially apparent in
the CMC section of the subm ssion where we have in-house and

field people who both have a chop at this process. | think
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the potential for duplication there needs to be | ooked at,
and the process needs to be sinplified, | think, so as to
avoi d this.

Finally, | amtal king now about post-approval
updates to our manufacturing subm ssions or our
manuf acturing section of our approved applications. | think
we now have several avenues to which we can submt updates
and changes to our manufacturing process, and | think I
would i ke to call on CVMto sinplify this.

One suggestion | would like to nake is to delete
fromthe annual drug experience report the section which
calls for any updates in the manufacturing. | would like to
suggest that we sinplify this by either having m nor updates
that would be submtted to the AAP process biannually, and
if there is a major change, we submt a supplenent to the
NADA, therefore elimnate the annual drug experience report
as an avenue for this.

| hope that just by having two routes to which we
could send a manufacturing subm ssion, this would sinplify
the process both for the sponsor and for the agency in
trying to keep track of what is going on.

At the nmonent, we have sone applications or sonme
changes that are sent to ONADE and sonme go to surveillance
and conpliance. | think we need to sinplify this and nore
neatly put it into a box, | suppose.

Thank you very much for this opportunity.
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DR. BLACKWELL: Thank you very nuch.

Are there any questions fromFDA for clarify?

[ No response. ]

DR. DODEMAI DE:  Thanks.

DR. BLACKWELL: Thank you. Appreciate it.

Yes, pl ease.

DR, LIEBERVAN. H . | amPatty Lieberman
representing the Center for Science and the Public Interest.

The Center for Science and the Public Interest is
a non-profit organization that since 1971 has been worki ng
to inprove the public health. W are the |argest consumner
organi zation that is focused primarily on food issues,
reaching nore than a mllion North Americans with our
publication, Nutrition Action Health Letter.

We recently released the report protecting the
crown jewels of nedicine, a strategic plan to preserve the
effectiveness of antibiotics. W also note the formation of
a coalition, the Canpaign to Preserve the Effectiveness of
Antibiotics, with nore than 50 nedi cal experts and 14 ot her
heal th and consuner groups participating.

Despite the CVMs m ssion to protect the public
heal th, that m ssion appears to have been unfulfilled when
it cones to addressing the use of antibiotics in agriculture
and the devel opnent of antibiotic resistance.

We recogni ze that in the 1970's, the FDA proposed

hal ti ng subt herapeutic uses of two nedically significant
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antibiotics, penicillin and tetracycline.

Unfortunately, but perhaps predictably, Congress
intervened to protect the interests of agribusiness. Since
that time, CVM has not addressed subtherapeutic antibiotic
use, despite the increased evidence and broad concern in the
medi cal community that those uses of antibiotics pose a
human health risk due to antibiotic resistance in human
pat hogens.

It appears that the CV/Mis putting the burden on
the public health conmmunity to prove that subtherapeutic
uses are dangerous instead of industry to prove that the
uses are safe, but human health concerns demand that the use
of antibiotics in livestock be mnimzed to protect both
ani mal and human heal t h.

In recent nonths, many of the experts have urged
action on agricultural uses of antibiotics. In February,

Wl fgan Wtte of the Robert Koch Institute stated in a
commentary in Science, "lIn the future, it seens desirable to
refrain fromusing any antimcrobials for the pronotion of
animal growth."

As exenplified by the use of virginianycin in
animal feed and the subsequent energence of enterococci,
resistant antibiotics, the use of any antimcrobial can |ead
t o unexpected consequences that |imt medical choices.

In May, Stuart Levy of Tufts University wote in

t he New Engl and Journal of Medicine editorial that recent
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findings have "made it even clearer that the use of growh
pronoters affects the drug resistance of environnental
reservoirs with direct consequences for the treatnent of

di sease in humans," and that "such findings led to a ban on
avoparcin in the European Union countries and recently on
virginiamycin in Denmark."

In July, a report of the National Acadeny of
Sci ences acknow edged that agricultural uses of antibiotics
pose a risk to the public health.

In 1997, the Wrld Health Organi zation held a
nmeeting on the nmedical inpact of the use of antim crobial
drugs in food animals. At that neeting, the WHO reinforced
recommendat i ons made by a previ ous WHO advi sor group that
stated, "The use of any antim crobial agent for growth
pronmotion in animals should be termnated if it is used in
human t herapeutics, or if it is knowm to select for
cross-resistance to antimcrobials used in human nedi ci ne. ™

The FDA shoul d adopt WHO s sensi bl e position and
i medi ately termnate the uses of penicillin and
tetracycline which are used in human nedi ci ne.

The CVM al so shoul d ban the subt herapeutic use of
tylosin and linconycin which are related to erythromnycin,
and virginianycin which is related to synercid.

WHO al so stated that it is essential to have a
systemati c approach towards replaci ng growt h-pronoting

antimcrobials with safer non-antim crobial alternatives.
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The CVM shoul d al so adopt that goal.

The scientific conmunity al so has concerns about
approval s of new antibiotics for therapeutic uses in
livestock. The CVM should not approve for use in |livestock
i nportant antibiotic classes such as fl uoroqui nol ones that
are life-saving in human nedi ci ne, especially when ot her
antibiotics are just as effective in treating |ivestock
i nfections.

| f CVM does grant approvals for new antibiotics
for livestock, it should require automatic wthdrawal of the
drug fromthe market if harnful antibiotic-resistant
bacteria reach levels set by the FDA and CDC at the tine of
approval .

In addition, the CYM should require that
manuf acturers submt sal es data, checking the anounts of the
various antibiotics used in various species of |ivestock.
Those data which should be publicly available would
conpl ement the surveillance data that tracks antibiotic
resi st ance.

Regul ators then could correlate antibiotic use
wi th devel oping resistance in order to nake the necessary
policy decisions to protect the public health.

In sum the use of antibiotics in agriculture
j eopardi zes the value of those precious drugs in both human
and veterinary nedicine. Drastically reducing antibiotic

usage should be a top priority of the CVM
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Thank you.

DR. BLACKWELL: Thank you.

Maybe sone of the panelists here with FDA can hel p
out here. |Is there a specific recomendation in addressing
t hese concerns how we m ght, given the scarce resources,

i nprove our ability to do all the things that you are
suggesti ng?

| did not hear that, | guess. Could you comment
on that? |Is there a specific recommendation?

DR. LI EBERMAN: For what? For scarce resources?

DR. BLACKWELL: | think the context of today
certainly has to do with the fact that we all know there are
a nunmber of things we need to be addressing, and the idea
is, of course, how to best do that.

You have pointed to a problemthat, as you see it,
we need to address. | guess what | was trying to pull from
your comrents was whether there was a specific
recomendation as to how we m ght achieve the resources to
do those things.

DR. LI EBERVAN. What about to the FSI fundi ng?

DR. BLACKWELL: Through the food safety
initiative. So redirecting funds? |Is that what | hear you
sayi ng? kay.

Yes, pl ease.

MR. MATHEWS: M ke, | know you do not want to turn

this into a discussion about resistance, but | think there
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are a couple of points | just want to make on behal f of the
i ndustry, and al so perhaps a suggestion to the agency in how
you m ght approach to respond to your question.

We as an industry share the concerns that have
been raised on this point, but I think that whatever
deci sions are taken or judgnents made nust be based on sound
sci ence and not supposition.

We strongly support educational efforts, increased
research. W put our noney where our nouth is on that. W
are supporting work at Georgetown University on the
resi stance i ssue.

We are an active player and strongly support the
work at AVMA and the practitioner groups in devel opi ng
prudent use, judicious-used guidelines. For years, we
supported follow ng the | abel on dosage, but this goes a
step further, to judicious use.

| think specifically you asked what coul d be done.

| think you need to take a long, hard | ook at devel oping a
nati onw de post-approval nonitoring program

We tal ked before about conpany-by-conpany, but
going on a national program |looking at that. | think that
is where you can devel op a strong data back to resol ve sone
of the issues and questions that have been raised.

DR. BLACKWELL: Thank you.

DR. LI EBERVAN:  May | respond to hinf

DR. BLACKWELL: Yes. Now, a remni nder. You know,
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| had one real assignnent today, and that was to prevent
debat e.

| think what | just heard was one recommendati on
t hat woul d address your concern, and I would not call that a
debate; in other words, a national programthat would all ow
us to get sone information that will then help us to take
t he appropriate actions.

DR. LI EBERVAN: | have comments.

DR. BLACKWELL: Ckay, you want to nmake comments.

Before we go to the next set of comments, any
ot her di scussion or concerns, questions for clarification on
what has been present ed?

[ No response. ]

DR. BLACKWELL: Thank you very nuch.

Yes, pl ease.

DR. RISSLER. Good norning. | am Jane Rissler,
senior staff scientist at the Union of Concerned Scientists,
an i ndependent non-profit organization dedicating to
advanci ng responsi ble public policies in areas where
technol ogy plays a critical role.

UCS advocat es sustai nable agricultural practices
and policies to reduce agriculture's inpact on the human
health and on the environnent and to ensure gl obal food
security into the next century.

| am al so speaking this norning on behalf of Dr.

Rebecca Gol dberg of the Enforcenent Defense Fund in New
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York, a 300, 000- nenber, non-profit environnmental group
wor ki ng on a broad range of regional, national,
i nternational environnmental issues.

As st akehol ders, along with those who devel op,
mar ket, and use ani mal drugs, UCS and EDF are grateful for
the opportunity to nake these comments, and our conments
touch on Questions 1 through 3 and 6.

Bot h organi zations are just beginning to becone
i nvol ved in animal drug issues. The nore we know and what
we |earned in a short tine is that we are greatly concerned
about the increase in antibiotic-resistant human pat hogens
and possible links to the use of antibiotics in food ani mal
pr oducti on.

W note CYMs initiative on antim crobial
resi stance and urge the agency to nake a major conmtnment to
preserving susceptibility to antibiotics anong hunman and
ani mal pat hogens.

VWi le we appreciate the fact that anima
production and antibiotic resistance are conpl ex issues, we,
nonet hel ess, believe it is tine to closely scrutinize the
use of antibiotics in industrial animl agriculture and
aquaculture with two ains: to elimnate the uses that are
| east critical, that is, subtherapeutic uses; and to devel op
nmore non-drug solutions to growh pronotion, prophyl axis,
and t her apy.

First, we urge FDA to release information on the
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ki nds, amounts, and nethods in places of delivery of

antim crobials used at both subtherapeutic and therapeutic

| evel s to produce livestock, poultry, fish, and other food
animals in the United States, and to rel ease information on
surveillance and nonitoring of the use of antibiotics in
animal agriculture and the energence of antibiotic-resistant
ani mal and human pat hogens.

These data should be released in a formthat is
easily understood and readily useable by public health
scientists and agencies such as the Centers for D sease
Control and ot her stakehol ders.

In response to your earlier conment, we would urge
the industry to take the lead in making this information
avail abl e, particularly the informati on on use of
antibiotics, so that we could begin to | ook at the
correl ations between antibiotic use and antibiotic
resi stance patterns.

Second, in terns of Question 6, we urge FDA to
nmove prudently in the review of new antim crobials for
ani mal s.

Wil e a backl og of animal drug reviews is
inportant to veterinarians and others who want as many tools
as possible in the challenge to produce ani mal food
products, the tide has turned against antibiotics.

Rat her than approving as many antibiotics as

possible, it is tine to reduce antibiotic use and search for



non-drug solutions to problens of animl growh and health.

Thank you.

DR. BLACKWELL: Thank you.

Any questions fromthe FDA panel ?

[ No response. ]

DR. BLACKWELL: Again, a quick question. \What |
think I heard was that in our seeking to share information
about antibiotic uses and certainly in asking the industry
to do likewise, there will obviously be a |ot nore known by
all who are concerned about this issue, but |I amstil
searching for the resource piece there. W want to nmake
sure we do not lose that, if there is a resource point.

DR RISSLER. | certainly appreciate the problem
of resources at the FDA. This sinply should be made a high
enough priority if resources are put there.

DR. BLACKWELL: | amsorry. He cannot pick that
up. Thank you.

DR. RISSLER. This is a serious enough probl em
that it should be such a high priority that you woul d not
even ask me that question, that the resources woul d be put
there fromother less critical prograns.

DR. BLACKWELL: Could you identify those for nme?

DR. RISSLER. No, | cannot. | frankly cannot.
amnew to this.

DR. BLACKWELL: That is kind of what we are trying

to get today, though. W understand that there are a | ot of
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priorities.

DR RISSLER  Yes.

DR. BLACKWELL: What we want to do is make sure we
hear fromyou as to which priority is higher.

Now, you have indicated what you believe is the
hi ghest priority, but that certainly would be at a cost.

DR. RISSLER  Yes, it certainly woul d.

DR. BLACKWELL: And we just need to identify
t hose.

DR. RISSLER: Just as these other folks from
i ndustry have indicated what priorities are.

DR BLACKWELL: Yes.

DR. RISSLER. You have not asked themto nanme | ow
priority projects. Let's ask sone of them too, what sone
of their low priority projects are.

Thank you.

DR. BLACKWELL: Any comment ?

MR WOOD: This is, | guess, a response to the
resource question. Again, | do not have the answer either,
but in the opening session, the drug experience reporting
costs have grown dramatically, and | think that the comments
about drug sales and volunes cone within that.

You may want to take a | ook at that whole area and
what is begin gathered and how useful is that information
and how m ght that whol e arena be reconfigured to get the

informati on and the data that i s needed.



am

DR. BLACKWELL: Any other questions?

[ No response. ]

DR. BLACKWELL: May | have anot her commenter,
pl ease?

MR. MLLER  Thank you. | amPete MIller, EQU
Al D Products, Incorporated, part of the pharmaceuti cal
i ndustry.

| would i ke to switch back the discussion a
little bit to the use of resources and just sone comments.

| do believe that surveillance is an issue that
has suffered severely, and that the approval process,
especially chem stry and manufacturing controls, has been a
barrier to approvals.

| would Iike to maybe give a little exanpl e of
where we had a problemw th a conpetitor making essentially
t he sane product that we were trying to get approval on.

At the sane tinme we were bei ng asked questions
that we felt were very, let's say, less likely to create a
probl emor mnor, we infornmed the Food and Drug
Adm ni stration that a conpetitor was maki ng a product,
obviously illegal and obviously essentially the sanme product
that we were trying to get approval on

Not hi ng was done there, even an inspection of the
facility to determ ne whether that was done, at |east none
that we can find out.

W feel that that is a very serious problem and
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that there is a huge barrier for us, lots of small,
intricate questions to see whether we are good enough to
manuf acture a product appropriately, and yet, nothing done
on the surveillance side at all. That put us in a very
serious economc situation. So | would just |ike to comment
that that would be sonething that is very serious to us and
reflects what has been discussed earlier this norning.

MR. GEYER. Mke, | have a question.

DR. BLACKWELL: Yes, please.

MR. GEYER. The information that you felt that we
requested nore than we really needed, did you say that was
in the manufacturing part of the application?

MR. MLLER That is correct.

MR. GEYER. Thank you.

DR. BLACKWELL: Any other comments fromthe fl oor
at this tinme? There will be opportunities this afternoon,
after each panel has presented. So, if you want to wait
until then, that wll be okay as well.

Yes, Dr. Mtchell.

DR MTCHELL: | would like to go back to Dr.
Dodemai de's presentation fromthe floor there and ask for a
clarification on what he had to say. That clarification
could go to the docket. |If you do not have the answer, you
do not need to make it here today.

| want to draw your attention to Section 116 of

FDAMA, the manufacturing changes for drugs, and our need to
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put out a proposed rule having to do with Section 116 and
relate that to your conment.

| think I understood your conmment to relate to the
reporting of the DER to one site, one address, and the
suppl enmental and ot her changes to the application being
reported to another, different address, New Ani mal Drug
Eval uation, but if you could tie those two points in with
what Congress is requiring of us in Section 116, it woul d be
hel pful for the docket and our use.

Thanks.

DR. BLACKWELL: Thank you, Dr. Mtchell.

MR. GEYER. Excuse ne. | have thought of a
question for Richard Wod.

MR WOOD: Ch, great. You work too hard.

MR. GEYER: | know.

[ Laught er. ]

MR. GEYER  You tal ked about the need to have
consuners nore involved in sone of the processes and
decisions in CVM From a consuner organization's
perspective, what are the best nechanisns for you to be
involved with the Center?

MR. WOOD: | think that CYM and FDA have nodel ed
sone of those points of involvenent, and they need to be
conti nued and not forsaken.

| think that the steps that do have a public

health i npact may need to be "transparent,"” | guess is the
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word that has been used. They need to be published in the
Federal Register that there will be neetings held, and the
pur pose of the neetings, for roundtabl e discussions.

Anot her pl ace where the nodel has wor ked nost
recently was within the USDA in building the HAACP rul e,
where all the stakehol ders were around the table and
di scussed and worked so that all the interests were
presented and dealt with, and we continually heard the
current thinking of the agency, and we were able to respond
to that until an end product canme that may or may not work,
but we felt that all of the pieces were addressed.

| am not asking for any stakeholder to conme in and
have their way. | agree that any step that is taken, for
exanpl e, the steps that we have proposed in terns of
identifying thresholds, have to be based on sound science,
but you have the science. Now what do you do with it, and
what do you ask once that data is there? That step is a
step that all parties, including consuners, need to be at
the table to discuss in sone fashion.

MR. GEYER. Thank you.

DR. BLACKWELL: Any other questions?

[ No response. ]

DR. BLACKWELL: W actually have about 10 m nutes
before we were due to break for lunch. | do have to wap up
this norning's session with sone summary statenents, but

see that there is another comment.
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Yes.

DR. DODEMAI DE: Thanks again. This is Robert
Doderai de from Hoechst Roussel Vet.

| have anot her conmment on efficiency of the
approval process which is different fromwhat | had
comment ed on previously.

Bionmetrics. | believe that if a firmputs in the
protocol, a nodel which is agreed upon when the protocol is
reviewed, and the data anal yzed in accordance with that
nodel and the data have been QC d, there is a QA statenent
and a nmonitor conpliance statenent, | really do not see why
the Bionetrics people at CV/M need to go through every single
data point to check it off against the raw data, reanal yze
the data. To me, that takes up a hell of a lot of tinme in
the review process. It is often the cause of reviews going
over the allotted time in the process.

| think that if the biometrics teans saw t hat al
those itens were in place, which should ensure to themthat
the interpretation of the results gleaned in the trial are
as they are stated to be, there should be no real need for
the bionmetricians to crunch those nunbers again. | think
t hat happens far too often, and I think it is a very big
cause of inefficiency in the review process.

DR. BLACKWELL: Thank you.

DR. DODEMAI DE: | can understand your | egal

problens with that, but |I think if you have all those itens



in place that I nentioned, that should go a |long way to
alleviate the need to do a QC, a 100-percent QC which is
of ten done, and recrunch the nunbers.

DR. BLACKWELL: Thank you.

Dr. Beaulieu, is that clear?

DR. BEAULI EU. | hear you.

DR. BLACKWELL: | think this would be a good tine
for me to just provide feedback to you now, and these are
just the major points that we have been able to capture in
writing, renmenbering every word has been captured by this
gentl eman over here. So let's not get too concerned if | do
not quite state everything as you understood it.

However, if there is a major point that you
bel i eve should be nentioned after | finish these seven
points, then | invite you to nention it.

Nunber one, what we have heard fromone or nore
individuals is that CVM needs to | ook to our mssion for the
priority-setting. W are acknow edgi ng that we have
multiple priorities that are conpeting, and it is the belief
of sone that the mssion statenent really gives us a |ot of
di rection about where we can shift resources, not so much
fromwhere, but to where we can do that, and we wl|l
certainly look at that statenent again for that kind of
di rection.

Secondly, inportant to maintain a strong

surveill ance and conpliance program This has cone up a
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nunmber of times. This is particularly true with respect to
unapproved products.

We have had a nunber of comments that relate to
this, whether it has to do with--1 think our | ast
commenter--as | understood it, resources that are directed
at those who are trying to do the right thing, while we seem
to be ignoring those out there who are not trying to do the
right thing. There are unapproved products on the narket,
and that appears to you to be a bit of an inbal ance.

| think the conpanies certainly are concerned
about conpeting agai nst these unapproved products. It is
very difficult to invest all of those resources and then end
up neeting that on the market.

Just in general, wth respect to resistance and so
forth, a lot nore priority on the surveillance and
conpl i ance program

Drug availability has been nentioned as being very
inportant, that we inplement it fully, and | think that
advice is pretty straightforward.

User fees have conme up. W have had actually both
sides represented on this issue. | have heard nostly
opposition to the user fees as a solution for obtaining
t hese resources, but | have also heard that if there is
going to be user fees that those be directed in such a way
that we will be able to make nore products avail able, and

that it be for deficit-reduction purposes, | believe, as is
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t he feedback

No? Not for. GCkay. Boy, you all did not let ne
get away with that one either, did you? Thank you.

The fifth point, that third-party inspection
shoul d be pursued as a way of getting the m ssion
acconplished. However, there are concerns expressed here,
especially with respect to adequate training of these
i ndividuals, so that they understand what they are doing
when they show up, and that we may seek to try this in sone
l[imted fashion in order to pilot it and | earn sone things.

The next one has to do with clear conmmuni cation
regardi ng new policies and requirenents. W have heard this
one presented froma nunber of individuals and from
di fferent perspectives, but just the need to conmunicate
nore and to educate, but on the resource side of that, what
| heard was that we should rely nore on the veterinary
prof ession, on the producer groups, and on the regul ated
industry to help share this kind of information. |n other
words, do not try to do it all ourselves, but there are
aspects to conmmuni cati ng and educating that you as
st akehol ders can do while we then place our resources nore
on the mssion-related work as expressed in that m ssion
st at enent .

Finally, CVM should exam ne our processes with
respect to duplication of effort. A nunber of specific

exanpl es were given, but maybe we could do better in that



what happens at the field office, the district level, and
what happens at the FDA headquarters may represent sone
duplication and, again, wasted resources.

Those are the itens that we have captured as key
points. |Is there one that seens to be so mgjor that it
should be on this [ist? Again, we do have everything on
t ape.

Yes, Dr. Mtchell.

DR MTCHELL: In trying to articul ate one, |
think it was covered perhaps in your point on comrunication,
but I think | heard fromM. Wod and from AVMA and t he
Swine Practitioners, in particular, an enphasis on
i ncreasing or creating a neans of communication, nore of a
di al ogue, perhaps, and froma couple of our speakers | think
our there, too, that maybe we do not have in place at this
nonent .

| s that a sense of anyone else that there is a
need for nore dialogue? Perhaps this neeting is an exanple
of that.

MR. WOOD: You heard the point, and | affirmthat,
that, in some way, that process not be an informal one, but
that it be an informal one, so that the issues that have
been rai sed today can be docunented that they are, in fact,
bei ng responded to or at |least dealt with and | ooked at by
t he agency itself.

DR. BLACKWELL: |Is that okay, Dr. Mtchell?
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DR M TCHELL: Yes.

DR. BLACKWELL: We are right on schedule, folks,
and that is either a good sign or a bad sign. | am not
sure.

| hope you will enjoy your lunch. W are going to
start pronptly at 12:45. W wll ask that the next panel
just cone in and be seated, and we will get started.

Thank you.

[ Wher eupon, at 11:45 a.m, a |luncheon recess was

taken, to reconvene at 12:48 p.m, this sanme day.]
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AFTERNOON SESSI ON

[12: 48 p. m ]
St akehol der Panel #2

DR. BLACKWELL: Could you please take your seats,
SO we can get started? Thank you

| hope that everyone had an opportunity to grab a
bite to eat and unwind a little bit from our norning
session, and we certainly appreciate you returning for this
afternoon, so that we m ght continue our dial ogue.

Sone may be present who were not here this
nmorni ng, and we sinply would |ike to recap our purpose for
bei ng here today, which is extrenely inportant to us. It is
to talk with you, our stakeholders, and hear fromyou your
opi ni ons about where priorities ought to be within the
FDA/ Center for Veterinary Medicine, and as we address
shortage of resources, to do everything that we are nmandated
to do, how can we best either inprove our resource profile
or how can we best shift our focus so that we are, in fact,
getting the work done that is nost inportant.

We had a lot of good information given to us this
norning fromthe first panel, and that panel represented the
regul ated industry as well as consuner interest and the
veterinary profession by way of the AVMA

We expect that this afternoon will go just as well

in getting very, very helpful information. | wll, however,
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agai n enphasi ze to everyone who will be presenting that in
addition to sharing with us where we shoul d be spending nore
noney, nore tinme and nore resources, we really also need to
hear fromyou how to best achieve this.

Again, with our inability to do all that we are
mandated to do today, either we need to stop doing certain
things, or if we are going to do everything, we are probably
going to need to get there by getting help fromothers
t hrough sone neans or additional resources that may be
financial as well as human and so forth.

At any rate, that is why we are here today, and
wi thout further delay, | would like to go ahead and
i ntroduce our second panel, or panels actually because we do
have two.

Representi ng stakehol ders for this particular
session, we have Dr. Paul Sundberg who is director of
Veterinary Issues with the National Pork Producers Council;
Ms. Kim Goss, manager of Regulatory Affairs with the
National Cattlenen's Beef Association; M. Joel
Brandenberger, vice president, Legislative Affairs, National
Tur key Federation; M. Paul Rodgers, director of the
Ameri can Sheep Industry Association; and Ms. Betsy Sheenan,
executive director of the National Aquacul ture Association.

Qur format will be the sane. W are going to ask
each presenter to spend no nore than 10 mnutes with their

present ati on.
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Ms. Wanda White is back in position with the
paddl es. | asked her during |lunch what woul d she be
planning to do with the paddles if people did not sit down,
and | prom sed her | would not reveal to you what that is
going to be, but it is ugly.

[ Laught er. ]

DR. BLACKWELL: So please try to stay within those
time franes. W do have a |large anmount of information to
cover yet.

Once each presenter has conpleted his or her
presentation, then we are going to ask the FDA panel, whom I
will introduce now, to seek clarification. Again, for the
debaters in the audience, we are going to ask you to be on
recess today. We will not want to debate any of the issues.

We realize there are a nunber of hot-button issues that we
deal with, but, again, our attenpt as an FDA panel wll be
to make sure we have understood the input, the feedback.

W will then ask themto not pull out any soap
boxes and make a speech.

To nmy immediate left is Dr. Stephen Sundlof. W
heard fromhimthis norning, and we certainly wel cone him
back. His presence is very inportant for this kind of
meeting. Sitting next to himis Dr. Bert Mtchell who was
on the panel this norning.

Ch, by the way, Dr. Sundlof is ny boss. He is the

director of the Center. So | should say that, right?
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Sitting next to Dr. Mtchell is Dr. Steve Vaughn.
He is the acting deputy director for the Ofice of New

Ani mal Drug Evaluation at CV/M Next to himis Dr. Wodrow
Knight. He is director of our Division of Bionetrics and
Production Drugs, and then, of course, Dr. WIlliamKeller,
who is director of CVMs Division of Surveillance.

Paul , it is all yours.

DR. SUNDBERG. Thank you, M ke

As Dr. Blackwell said, I am Paul Sundberg, and
amthe director of Veterinary Issues for the National Pork
Producers Council .

Anmong ny responsibilities are interacting with the
CVM on a nunber of animal drug-related issues, and |
certainly would Iike to offer ny appreciation and thanks for
the opportunity to comrent to the agency on behal f of the
Council to the questions that are brought forth by the
i npl enentati on of the FDA Moderni zati on Act.

The National Pork Producers Council represents the
Nation's pork producers through 44 affiliated State
associ ations. Qur nenbers account for the overwhel m ng
majority of the Nation's commercial pork production, and our
pork industry is the fourth |largest agricultural sector in
the country. It generates approximately $11 billion in
annual farmgates sales, while creating an estinmated $66
billion in economc activity, and enpl oyi ng 764, 000- pl us

peopl e.
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| amgoing to attenpt to give you sone pork
producer insights and reactions to the questions that were
brought forth specifically by the CVM

First of all, though, I want to enphasize that as
a production industry, our pork producers are proud of their
Il ong history of safe use of animal health products. Qur
pork quality assurance program has been successful in
delivering the nessages of responsible use and in
facilitating the contact and discussion wth the experts
that can give the producer the best advice when it cones to
their total production system animal drug use as well as
housing as well as the animal husbandry. The PQA programis
one of our nost inportant educational tools, and we actively
work to make sure that all of the Nation's pork producers
have gone through this program

To comment specifically on the CVM questi ons,
Question No. 1, as we read it, is focused on the consuner
protection functions of the CVM The m ssion statenent
inplies that there is a direct relationship between consuner
protection and the public health and the health of aninals.

As pork producers, we believe that the best way to
provide the consuner with a safe food product is to begin
with a healthy animal. Pork producers need tinely
cost-effective availability of effective aninmal health
products to do this. It is inperative that the agency is

timely in its approval process in order to nake available to
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producers the products they need to do their job and
mai nt ai n ani mal heal t h.

The Animal Drug Availability Act was supposed to
enabl e the process to be conpleted as quickly as possible
t hrough better conmunication and better clarification of
needs, and we urge the agency to refocus on the intent of
the legislation and to use it to fulfill its mssion
st at enent .

Question 2 asks about charging fees for CVM
functions. The CV/M as we see it, is a Governnent agency
that inits owm mssion statenent, again, admts that it is
a consuner protection organization. W are all consuners,
and as such, we all benefit fromthe agency's m ssion and
all contribute to it through our country system of taxation
and al l ocation of resources. Charging fees for the function
of the CVM woul d not be acceptable when it would result in
i ncreased producer costs for those products.

Question 3 asks about the del egation of
responsibilities to third parties. As wth any business,

i ncl udi ng pork production, the efficient utilization of
resources is inportant, and we heard about the focus of the
CVM as a busi ness.

This may take some innovation for the del egation
of responsibilities, and we certainly understand that, but
any proposals for del egation nust be brought forth openly

wth the input and cooperation of all that would be
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af fected. They shoul d, though, keep focused again on the
agency's responsibility as a governnental organization.

In many ways, Questions 4 and 5 are very simlar
for our pork production industry. These both involve the
opportunity for non-regul atory approaches, education,
techni cal assistance, and col |l aborative problemsol ving, and
sinply, the answer to Questions 4 and 5 is yes.

As wth the veterinary nedical industry, we would
urge CV/Mto tap into the resources of our industry and
continue to build the partnerships.

Stated functions and the charge was to be as
specific as possible. | wanted to talk about the stated
functions that include fromthe Ofice of Managenent and
Communi cations and its conmmunication staff that outreach
efforts to consuners, professionals in the industry in
communi cating the goals and priorities of the Center.

As | said earlier, NPPC has an extensive network
of comuni cation and educati onal contacts. Taking advantage
of these networks could work to our nutual benefit and
result in better comunication and understanding. | think
that is really the key, conmunication and understanding. It
does not necessarily nean agreenent, but it neans
communi cati on and under st andi ng of position.

Fromthe O fice of New Animal Drug Eval uation in
determ ning the hazards to humans of animal drug residues in

meat, mlk, and eggs, | wanted to bring forth an exanpl e of
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t he agency successfully involving our industry. The issue
of safe tetracycline residues in pork affected our
opportunities of international trade, and through the
agency's initiatives into researching these concerns and
through its work with the CODEX process, we are hopeful that
a solution wll be comng forth shortly.

We have been very involved in these discussions
and have been thankful for the opportunity to provide that
input. Again, that is an inportant exanple of comrunication
and under st andi ng.

O fice of Surveillance and Conpliance devel opi ng
enforcenent strategies involving ani mal drugs, feed
additives, veterinary nedical devices and other veterinary
nmedi cal devices, effective strategies for conpliance have to
be clear and involve input fromthose that will be using the
pr oduct s.

Pork producers want to know what the rules are.
| f they know what the rules are, they can abide by the
rules. The inplenentation of the veterinary feed directive
is a successful exanple of the CYM buil ding a consensus that
|l ed to an innovative solution to an industry need.

Inplicit in Question No. 6 is the assunption that
t here nust be set sone allocation of time and resources
anong the naned international activities. | amsorry to say
that in a gl obal narketplace, each of these is inportant,

and prioritizing themwould be very difficult, if
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i npossi bl e, and each nust be addressed.

It is inperative that the agency recogni zes the
capabilities, expertise, and experience of other nations and
ot her people, other commodities, to continue to devel op the
communi cation that will allow partnerships that benefit our
producers and the consuners.

We all have much to | earn, and when we can use
scientifically acquired data that can supplenment the
processes, we should do so to our nutual advantage.

That is the end of ny statenent. Again, on behalf
of the National Pork Producers Council, | want to thank the
agency for the opportunity.

DR. BLACKWELL: Thank you, Paul.

Any questions fromthe FDA?

Dr. Mtchell?

DR. M TCHELL: | would just say, again, | think
one of the comments fromthe norning, and that is that it
really would be hel pful for us to hear in addition to the
enphasis you are putting on prograns that you would like to
see continued any information you care to share about those
that you think should be | essened or where the resources
shoul d come from

DR. SUNDBERG | think, Bert, that is a very
appl i cabl e request, and in response, | would say that part
of this is the communication and understandi ng that we may

be able to supply nbre input to you on priority. Wat we
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would Ii ke to do is enphasi ze what we need to have done, and
we could certainly be part of the discussions in the things
that could be done farther down on the |ist.

DR. BLACKWELL: Any other questions from FDA?

[ No response. ]

DR. BLACKWELL: Seeing none, then we will nove on,
then, to Ms. Coss.

M5. GOSS: Good afternoon. M nane is Kim Goss,
and | amthe manager of Regulatory Affairs for the National
Cattl enmen's Beef Association, fromour Center of Public
Policy, here in Washington, D.C

The National Cattlenen's Beef Association is a
grass-roots organi zation representing 230, 000 beef
producers, including 45 State cattle associations and 27
nati onal breed organi zati ons.

We are advocates for policy that will inprove
producer profitability and viability so that famly farners
and ranchers can stay in business and future generations can
work and care for the | and.

Cattle producers formthe | argest segnment of the
U.S. food and fiber industry, which contributes nore than
$153 billion to the national econony and enpl oys from
farmto-table over $1.6 mllion people.

On behalf of the cattle producers |I represent, |
want to thank the Food and Drug Adm nistration/Center for

Veterinary Medicine this opportunity to conment on the
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agency's efforts to inplenent FDA's Moderni zation Act of
1997.

You have provided us with a wi de range of
questions to respond to, of which we feel a few select are
of particular significance to us as beef producers. As
such, I will limt ny remarks to these.

The first question | would like to address is show
can FDA work wth its partners to ensure that producers,
both donestic and foreign, produced and narketed by the
regul ated industry, are of high quality and provide
necessary consuner protection, and al so how can FDA best
establish and sustain an effective, tinely, and
sci ence-based post-narketing surveillance system for
reporting, nonitoring, evaluating, and correcting problens
associated with wi de use consunpti on of FDA-regul ated
pr oduct s.

First and forenost, the FDA needs to nmaintain a
focus on sound sci ence-based deci si on-maki ng. FDA cannot be
i nfl uenced by the wi de range of groups on either an
anti-technol ogy or anti-science ideol ogy who seek to inpact
t he approval of therapeutic agents and animal agricul ture.
It is inperative that the FDA maintain a strong focus on
science in the use of sound risk benefit analysis as
deci sions are being made.

I n doing so, the FDA needs to continue to

recogni ze that ani nal producers stand ready to play a
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central role in ensuring the safe use of products approved
by the FDA.

The second question | would Iike to conment on is
what approach shoul d FDA use to ensure an appropriate
scientific infrastructure with conti nued access to
scientific and technical expertise needed to neet its
statutory obligations and strengthen its science-based
deci si on-maki ng process. This is a critical issue.

On the one hand, this relates to the recruitnent
and retention of conpetent FDA staff. It is inperative that
FDA maintain the high |l evel of integrity and expertise in
its FDA/CVM staff, and we would like to commend the tal ented
and capable staff at CVM who have been willing to work with
us to achieve our objectives of animal and human heal t h.

Anot her key facet of this question is the academc
infrastructure and support base so critical to contributing
intellectual capital to address the science needs of this
agency. In this regard, we strongly encourage the agency to
work closely with the USDA, Agriculture Research Service,
and Cooperative State Research Education and Extension
Service. W encourage the FDA to work closely with these
ot her agencies to ensure that science needs of FDA are net
and that the research agenci es have conti nued access to the
financi al needs necessary to continue contributing sound
sci ence-based information to both animal agriculture and the

FDA.
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Athird question | would like to comment on is
whi ch of these functions do you believe offers the greatest
opportunities for CVMto place nore enphasis on
non-regul atory approaches, such as education, technical
assi stance, and col | aborative probl em solvings to protect
and pronote public health

Wth respect to this question, the FDA/CYMis well
aware of our commtnent to enploy our resources in concert
with those of FDA and others through our beef quality
assurance programto address animal and public health
concerns.

We recently reaffirmed this comm tnent by pl edgi ng
our resources and BQA network to prevent the issue of
antibiotic resistance frombecomng a threat to either the
continued efficacy of inportant antim crobials to protect
the health and well-being of livestock or public health.

The last question | would like to comrent on is in
the international arena. CVMis faced with simlar
guestions on the allocation of resources. Currently, the
Center's international resources are split between
i nternational standard-settings and providing technical
support to U S. trade agencies. Wuld you naintain the
current mx of effort, or would you change it?

Ch, excuse ne. | ammssing page 5. Here we are.

Well, the reason | do not have page 5 is we are not aware

of any particular conflict with the current all ocation of
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resources in this area. However, we do want to enphasize
that this is an inportant area for several reasons.

It is inperative that efforts to harnonize
veterinary drug registration efforts result in a strong
focus on transparency and sound scientific foundations. W
have concerns that some countries due |ack the degree of
transparency that we currently benefit fromhere in the
United States, and they seemto be noving towards a nore
soci oeconom c criteria in their approval process.

Nei ther of these trends are in the best interest
of livestock producers, the regul ated industry, or consuners
in the long run.

| would |ike to thank you on behal f of the
National Cattlenen's Beef Association for this opportunity
to present our comments on a few key aspects of the FDA
Moder ni zati on Act of 1997.

Thank you.

DR. BLACKWELL: Thank you, Kim

| like that creativity, thinking on your feet.
That is great.

Any comments or questions fromthe FDA, or needs
for clarification?

[ No response. ]

DR. BLACKWELL: | guess you did a great job.
mean, these fol ks are stunped over here. Al right, that is

good.
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Let's nove on, then. Joel, if you would like to
conme forward?

MR. BRANDENBERGER: Good afternoon. M nane is
Joel Brandenberger, and | amthe vice president for
Legislative Affairs at the National Turkey Federation here
i n Washi ngt on.

The National Turkey Federation represents al
segnents of the U S. turkey industry, including processors,
breeders, growers, hatchery owners, and allied industry. W
are the only national trade association that represents the
turkey industry exclusively, and we very nuch appreciate the
opportunity to be here at today's neeting.

NTF has had the opportunity to work very cl osely
in recent years wwth CV/™M both on issues parochial to our
i ndustry and as an active nenber of the Coalition for Animal
Heal t h.

Before we go any further, |1 think we really need
to conmplinment CVMfor its willingness to enbrace new
concepts and new approaches to fulfilling its m ssion, and I
do not think that willingness was denonstrated anywhere
better than the spirit with which CV/M and FDA worked with
the Coalition to reach consensus on the Animal Drug
Avai l ability Act of 1996.

We still believe that this Act, if properly
i npl emented, has the potential to protect the public health

and pronpte animal health by making the w dest possible
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variety of safe, effective aninmal drugs available, and while
we are going to air sone concerns and express sone here
today, as | have said nmany tines, when we air these concerns
they do not dimnish in any way NTF' s admration for the

| eadership that CVM and Dr. Sundl of showed during the
passage of the ADAA

In preparing these cooments, we did draw on our
experiences, both in the organization's individual work with
FDA and our work through the coalition, but the comments at
NTF' s al one. W have chosen to focus exclusively on those
guestions that we think have the nost direct bearing on
CVMs statutory responsibility to approve safe, effective
drugs for use by poultry and |ivestock producers.

The si x mandates of the FDA Mderni zation Act and
the questions provided for this neeting all are ained at
determ ning whether FDA and its centers are performng their
m ssions in the nost expedi ent manner possible.

The answer is a little problematic in CVM s case
because its mssion is both to protect the public health and
to pronote the health and well-being of animals by approving
new ani mal drugs.

Agency officials have really a very delicate
bal anci ng act they have to do here. Dr. Sundlof cane out to
one of our summer neetings a couple of years ago and spent a
long tine tal king about just that bal ancing act that they

have to nake, and no one would claimthe challenge is easy,
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but I think if we are going to be honest in our assessnent,
we woul d have to say that they are not always 100- percent
successful in maintaining that bal ance.

W in the turkey industry in the past have seen
sone exanples, one significantly in recent years, in which
the animals in our care frankly were forced to suffer
t hrough sone pretty tremendous di sconfort and di sease
situations when we really believed the agency coul d have
taken sone action to alleviate that with no risk to the
public health

Qoviously, | amgetting into a proprietary area
here, and it prevents nme from di scussing sone details and
specifics of the situation, but it pointed out the need to
us at least for CVM-and this goes, | think, to the first
guestion that FDA had, the need for CV/Mto provide, we
t hi nk, better and clearer information about the specifics of
t he approval process and how the agency will maintain that
bal anci ng act.

| think sometinmes if you understand that thinking
behi nd the decision-making, it helps it go down a little bit
easi er.

We do believe CVM nust retain the flexibility to
assess each application and di sease individually, but we
still think a better job needs to be done in devel opi ng and
explaining to stakeholders the principles that will guide it

in evaluating the needs of the animal versus the needs of
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the public at |arge.

NTF believes this neeting can play a very
inportant role in striking that balance. |ndeed, CVMs
first question, the first CVMspecific question, is designed
to assess which of its functions truly are essential to
consuner protection and public health.

NTF does not believe CVYM shoul d abandon any of its
current functions, per se, but we do believe the agency
must change, at tines radically, its view of sone of those
functions.

You all may have heard ne say this before, but NTF
woul d suggest the nost obvious candidate for overhaul is the
agency's view of its mandate to determ ne the effectiveness
of animal drugs.

| want to be real clear here for those who have
not heard nme preach this before. W are discussing only
efficacy. NTF has never advocated rel axing the stringent
requirenents for determning the human or animal safety of a
drug, nor do we advocate abandoni ng the basic requirenment
t hat sponsors prove a |level of efficacy to CVM

Most of the ADAA was devoted to nodernizing the
ef ficacy review process, and while we do believe the agency
has made sonme nodest adjustnents in its outl ook, we still
think there at tines tends to be a paternalistic view of
efficacy that is at odds with the reality of nodern ani ma

agricul ture.
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The ability of poultry and |ivestock producers and
of veterinarians to determne a drug's efficacy is far nore
sophi sticated today than it was 35 years ago. Yet, at
tinmes, there still seens to be a belief that pharmaceuti cal
conpanies wll try to sell us snake oil and that ani nal
agriculture producers and veterinarians wll buy anything
the drug conpanies try to sell us.

Frankly, such a viewis insulting to the integrity
of the animal health industry and it is insulting to the
intelligence of farners, ranchers, and veterinarians.

The turkey industry is an integrated industry with
experienced veterinarians who conduct their own rigorous
efficacy tests before dispensing a nedication to the flocks
under their supervision, and despite a recent uptick in
turkey prices and downturn in corn prices, we also are an
i ndustry that has |ost noney for 3 straight years.

We can barely afford to adm nister efficacious
drugs, and we certainly cannot afford to use drugs that do
not wor kK.

Agai n, there have been instances recently in which
drug conpani es have partnered with our industry on
prelimnary trials so that producers are convinced of a
drug's effectiveness before the drug conpany seeks an
approval from CYM Even then, when the turkey industry has
conveyed to CV/Mits believe in a potential drug's efficacy

and the desperate need or that drug, the efficacy testing
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burden at tinmes has been so great that the approval had to
be abandoned.

NTF recogni zes that the agency believes it has
made significant strides in changing its view of efficacy
approval s, and again, we acknow edge that there has been
nmovenent since the passage of ADAA. It would not be fair to
say otherw se, but the anger and frustration we have felt at
tines, especially in the past year, tells us that nore
change still is needed in this area.

There are at |east three other areas in FDA and
CVM s questions on which NTF would |like to cormment. The
first is the allocation of agency resources.

We woul d echo the comments that others have nade
earlier in today's presentation that CVYMs primary
responsibility is to approve ani mal drugs and to nonitor the
conpliance in their distribution and use.

The agency should make all staffing decisions with
this precept in mnd. Now, we are not encouraging CVMto
abandon any of its other functions, only to be
ultrasensitive to the inpact that staffing decisions have on
the agency's ability to provide adequate resources to its
primary m ssion.

A secondary area of questioning has to do with
elimnating the backl ogs and the review process. W think a
revi sed outl ook toward efficacy and appropriate staffing

wll help, but we also would urge CV/M to nake good use of
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t he presubm ssion conferences with sponsors. The agency for
sonetime has been conducting these conferences on an

i nformal basis, and anecdotal evidence indicates they have
hel ped trenmendously.

The ADAA enhanced this concept by creating a
mechani sm for formal binding presubm ssion conferences. NTF
believes there are instances when the formal conferences
coul d even further speed the approval process and reduce
backl ogs.

Yet, there have been few, if any, fornal
conferences in the 2 years ADAA has been law. W do not
assess any blane for this. W think new ideas take sone
tinme to take root and devel op. W strongly urge sponsors to
seek these formal conferences where appropriate, and we,
agai n, nmake the sane recommendation to CVM

| think nore than just saying we are conmtted to
the conference, we would urge CVMto | ook for opportunities
to recoomend themto sponsors where they are appropriate, to
take the initiative in this area.

| think if we do not take advantage of them where
they are appropriate, we do not think they will ever realize
their full potential to help speed the process al ong.

One last thing | would nention in this area, and
that is very briefly, is part of elimnating the backl og and
nmovi ng the process forward is also going to be to have an

effective m nor use/ mnor species programin place. | think
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there has been a | ot of good work done at the agency on
trying to devel op one. W have sone concerns about it maybe
being a little too heavily legislative in its proposal. W
have tal ked about this in a nunber of venues, but we would
encourage the work to continue and to | ook to naximze the
nunber of opportunities where FDA can nove things forward
adm nistratively, rather than rely on congressional action,
whi ch sonetines is a bit of an iffy proposition.

Finally, | want to just touch on user fees
briefly. It seens to have been a thene that is running
t hrough the questions and through today's program

Sonebody spoke today and outlined sonme very
specific conditions in which user fees m ght be acceptable.
We do not have that kind of detailed policy. Qur position
is very sinple. W do not think it is appropriate to
di scuss themuntil we are convinced that the ADAA is
inpl enented in a manner that is consistent with the spirit
of its passage, that everything is being done
admnistratively that can be done to speed the approval
process alone, and that increasing the staffing |l evels and
provi ding the financial resources necessary to do that is
the only way possible. Cbviously, we do not think we have
reached that point.

Thank you again for the opportunity to coment on
this, and if we have dwelled a little bit on the negati ve,

it is only because the purpose of today's neeting was to



find i nprovenent.

W know CVWMis commtted to change, and if we are
frustrated at times the pace the change is taking, we are
still appreciative of the conmtnent to nove it forward.

Thank you all.

DR. BLACKWELL: Thank you, Joel.

Dr. Sundl of has a question

DR. SUNDLOF: First of all, | have a statenent,
and that is that | had a turkey sandw ch for |unch

[ Laught er. ]

DR. SUNDLOF: Joel, you nentioned that we shoul d
reprioritize our resources to deal with those two functions
of approval and conpliance. There are a nunber of other
areas, of course, that we are involved in, things |ike
i nt ernational harnonization and such.

Can you suggest certain areas that you woul d see
that we have put less of a priority on?

MR. BRANDENBERCER: International harnonization
woul d be one of them because that is part of the long-term
picture. W recognize that.

Wthout spending a little nore tinme studying the
staffing structure and everything, | would hesitate to say
to make a recommendation right here. W would certainly be
happy to discuss that in a little nore detail further.
have not given that a | ot of thought.

| do not know that you have nuch roomto downgrade
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things. | nean, | recognize the problemyou are working on
here, but | do think that in the area of prioritization, as
you staff other areas and you have got to nake deci sions,
every tinme you pull soneone away fromthe approval process,
that is going to have an inpact. So we are really at this
point just urging that that be part of the decision-naking
every tine. It may well be already.

DR. SUNDLOF: Thank you.

DR. BLACKWELL: O her questions or clarification?

[ No response. ]

DR. BLACKWELL: Then with that, we will go to Pau
Rodger s.

MR. RODGERS: Thank you, Dr. Blackwell. Thank you
for inviting ne.

| am Paul Rodgers with Anerican Sheep | ndustry

Association. | appreciate the opportunity to cone here and
of fer some comments. | do appreciate the opportunity to
work with the agency. It is always a pl easure.

We have had several opportunities and sonme very
good di al ogue, and we do appreciate it.
Qur industry is rather small in a gl obal context.
There is 70,000 producers of sheep in the United States.
We believe in maintaining and buil ding a sustainabl e sheep
i ndustry that is both profitable economcally and
environnental |y sound and commtted to providing products of

hi gh quality, value, and safety.
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We appreciate the efforts and m ssion of CVM and
it so happens we have the sanme m ssion and sane goal s,
heal thy animal s and safety products.

W will be submtting formal comrents. So | am
not going to be too redundant. | guess sone redundancy here
wth nmy fell ow panel nenbers is appropriate, but there wll
be several things addressing the questions that specifically

were asked that we will put in our formal comments and we

will submt.

| want to cover a few key points, and nost of them
are dealing with 4, 5, and 6. | do want to say that fully
i npl enmenting the ADAA, | believe, will be an essenti al

reprioritization that is consistent wwth the questions you
ask and consistent with the CVM m ssi on.

Qur industry is sonmewhat handi capped because of
the lack of therapeutics and other products to keep our
animals healthy, and to optim ze the productive potential of
t hem

This nakes us | ess conpetitive in the gl obal
mar ket pl ace, and does inpact us econonmically every day. W
have worked diligently over the past few years on the ADAA,
and we ook to that to provide a renedy. It did not
necessarily.

We are anxious to see the report. W comented on
a discussion draft earlier this year. As Joel indicated, we

were hoping to see some nore requl atory approaches rather
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than | egislative, and again, we are anxious to see what the
report is going to say.

There were several issues brought out in that
di scussion draft in mnor use/mnor species that | think
al so address sone of the questions that we are dealing with
t oday.

Qur comments on these issues are a part of the
public record. So I will not go into them

In a related matter, sheep are not totally
classified as a mnor species in all categories, and even
t hough for over 6 years, CVM has prom sed that there would
be a publication for public comment on this issue, we have
not seen it, and we are |l ooking forward to that as well.

| will conclude by enphasizing that we believe our
i ndustry and the public will be best served if the agency
stands firmon science, including risk benefit analysis.

It is inmportant not only in evaluating
subm ssions, but in collaborative problemsolving and
education. The process by which the veterinary feed
directive, the BSE rule, were evolved and noved forward, |
t hi nk, were good nodels of collaborative efforts. | think
it showed that the agency is able to and anxi ous to respond
to very inportant rising energing issues when they cone
al ong and you are able to do a very good job of it.

We woul d encourage CV/Mto foster a close

relationship with USDA, research and educati on agencies, to
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hel p ensure the agenci es and st akehol ders, science and
technol ogy transfer needs are nore fully net. | think there
is an opportunity there.

To echo again sonething that was said earlier,
formal presubm ssion conferences, we believe, are an
effective way of dealing with sone of these problens and
backl og.

I n conclusion, our industry is always anxious to
coll aborate with CV/Min all the ways possible, focussing on
probl emidentification and probl em sol vi ng, technol ogy
transfer. W have quality assurance prograns, as do the
ot her commodity organi zations, and nonitoring prograns.
Agai n, our goals are the sane, healthy animls and
hi gh-quality, safe products.

DR. BLACKWELL: Thank you, Paul.

Any questions fromthe FDA?

Dr. Sundl of ?

DR. SUNDLOF: Paul, this is in response to one of
the i ssues you nentioned, and sonebody el se nentioned it,
too--1 think it was Kim-that urging us to devel op
cooperative relationships with both CSREES and ARS. |Is
there a perception that we do not have a good working
rel ationship or that we do not work cl osely enough or that
we are duplicating each other's efforts? Could you clarify
t hat ?

MR RODGERS: | certainly do not think that there
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is a perception that you are not trying your best to do what
you can in collaborating with these other agencies.

| think there are sonme other opportunities, and I
believe that will also nean that they have to have a nore
open m nd about that. There m ght need to be sone
reprioritizing in those agencies to address sone of the
issues that CVWis facing. There are many areas, | think,
we traditionally | ooked at, but | think there are sone other
opportunities.

| know that this norning you addressed extranural
research. | did not hear you address intranural research
prograns or funding, but | think that is an area that we
coul d engage a broader audi ence between agencies and with
sone stakehol ders on.

DR. BLACKWELL: Any other questions?

[ No response. ]

DR. BLACKWELL: CQur final presenter on this panel
will be Ms. Sheenan.

MS. SHEENAN. \Whereas Kimwas | ooking for page 5,
| amjust hoping that | can read ny pages. M reading
gl asses, | grabbed the wong ones, and as you get ol der, you
have got to strengthen them Mne are not that strong on
this pair.

| am Betsy Sheenan. | am executive director of
t he National Aquaculture Association. W represent over 40

State and speci es-specific associ ations.
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VWhat | would like to do is just give you a little
bit of our current situation, and then | think when
address our needs, it wll answer the questions that were
presented to us.

Commerci al aquaculture, the rearing of aquatic
ani mal s and pl ans under various degrees of human regul at ed
environmental control is the newest formof agriculture in
the United States. According to USDA, we are the
fastest-growi ng agribusiness in U S. agriculture.

Comrerci al aquacultures raise fin fish and
shellfish primarily for human consunption, but also for
recreational fishing and for ornanental purposes. A
diversity of species are raised in fresh and sal twater,
using a diversity of nethods.

Wth the significant trade deficit in seafood and
an i nnovative aquacul ture community, the prospects for U S.
aquacul ture are bright. Yet, in spite of the apparent
potential for continued growth and prosperity, U S
aquaculture is significantly hanpered by a dearth of drugs
and water treatnment chemcals. There are currently only two
anti bacterial drugs approved for aquaculture, and these two
drugs are limted to only a few species of aquatic aninmals
for a limted nunber of diseases.

There is basically one approved parasiticide, that
being formalin. That is one approved anesthetic, and it has

a 21-day withdrawal period that limts its useful ness for
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food fish.

The FDA has worked with our industry seeking ways
to enhance the availability of needed conpounds. They have
exam ned sone of the conpounds, such as salt which enhances
the osnose regulatory ability of fish, and determ ne that
whil e they are not necessarily generally regarded as safe,
they are a low regulatory priority.

This effort has provided a limted degree of
i nprovenent, but considerably nore needs to be done. The
recent FDA institution of a nmandatory seaf ood HAACP program
hi ghlights the inportance of only using approved drugs and
chem cal s in aquacul ture.

Wthin the context of trade globalization, US.
aquaculture is at a significant disadvantage. The
availability of aquaculture drugs in many other countries
far exceeds the few that are available for our industry. In
sonme countries, as many as 16 different drugs can be used.
Many of the fish produced in these countries are exported to
the U S., where they enter the human food market.

| f seafood safety is a concern, it nakes little
sense to tightly control the availability of drugs for
aquatic animals produced in the U S., yet readily admt such
treated aninmals into the U S. market fromforeign countries.

Aside fromfood safety, there is an unfair production
advant age for our foreign conpetitors.

Drugs, while not a panacea, can be useful to treat
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aquatic ani mal di seases and al so as spawning aids. W do
not use drugs for growh enhancenent. Delivery of drugs to
the aquatic animals is problematic. Rarely can individual
animals be treated. Fin fish and shellfish are raised
together in high nunbers within a pond, raceway, or net pan.
Heal t h managenent nust focus on veterinary herd health
concepts and epi dem ol ogy of disease. Extra |abel use of
drugs for aquatic animals is inpractical since antibacteri al
drugs nust usually be delivered via the food. Food is
specifically prohibited as a delivery nechani smof extra
| abel drugs in the U S.

The FDA/ Center for Veterinary Medicine has been
working with our industry seeking ways to encourage
additional drug availability. Public aquaculture, the U S.
Fish and Wldlife Service in various States has al so
provi ded consi derabl e | eadershi p and fundi ng over the years.

We greatly appreciate these efforts.
Unfortunately, progress has been very slow. Mire needs to
be done by the CVM the pharnaceutical industry, and the
aquacul ture industry.

There are specific itenms we suggest CVM coul d
devot e increased enphasis on. Early this year, a nunber of
m nor ani mal species groups, including the National
Aquacul ture Associ ation, provided coment on a di scussion
draft, proposals to increase the availability of approved

ani mal drugs for mnor species and m nor use, nore commonly
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known as the MUMS docunent.

This was prepared by CVMso that it could help
foster increased drug availability. W maintain this
proposal made sone significant advances in how FDA m ght
readily approve the availability of drugs to m nor anim
speci es.

| f you hear nothing else that | say today, the one
thing that I wi sh you would take honme is that the industry
would like to see the MUMS docunent passed onto Congress as
it originally cane out of CVM  Supposedly, it was going to
go last April, I think, and we would like to see it go
t onorr ow.

The NAA is also a nenber of the M nor Species
Animal Health Coalition whose mssion is to devel op and hel p
i npl enent transitional and | ong-term sol utions, again, that
allow the safe use of aninmal drugs and feed for m nor
species in a manner acceptable to both the industry and to
CVM

This Coalition proposed several nechani smfor drug
avai l ability enhancenent, including an expanded use of the
veterinary fee directive. W believe CVYM shoul d reexam ne
this issue and visit further with the Coalition.

U.S. aquacul ture nust have additional drugs
available to treat fish and shellfish diseases. The very
limted nunber of conpounds avail able for use significantly

conpromn ses our ability to intensively rear aquatic ani mals.
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There is a need for |abel extension of the currently
avai l abl e, any mcrobials to include other fish species and
ot her di seases.

There is a great need for new anti bacteri al
conpounds to treat all fish species. Wth only two
anti bacterial drugs available, we are quite concerned about
t he devel opnent of antibacterial antibiotic resistance.

There is a great need to increase the nunber of
parasiticides available for aquaculture use. Copper-based
conpounds, such as copper sulfate, are potentially val uabl e,
but they may have a limted broad use because of the
envi ronnment al i npact concerns.

The EPA has very strict netal toxicity criteria
that may limt the utility of copper sulfate in aquaculture
situations. W need alternative conpounds.

We need treatnents for a variety of externa
bacterial and fungal infections. There is a particular need
for bacterial gill disease treatnent.

The NAA is in strong support of allow ng extra
| abel use of nedicated feeds for m nor ani mal species and
uses. W suggest an expanded veterinary feed directive
program whi ch could assist in this area.

There is considerable need for CVMto pronote
i nternational drug use harnoni zation. CVM needs to
determ ne whet her foreign countries' requirenments in system

for animal drug approvals are equivalent to those in the
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U S W believe seafood requires all aquacultures to use
drugs judiciously, in accordance with Federal |aw.

CVM shoul d devel op an appropriate nonitoring
mechani smto ensure violative residues do not occur in
product inported in the US. W appreciate CV/M s active
efforts to date to devel op international harnonization
pr ogr ans.

We appreciate very nmuch the opportunity to
participate in this panel. It is rare that we have had the
opportunity to partner with FDA in exam ning CYM priorities.

In recent nonths, we have had nore and nore dial ogue with
CVM two projects which the aquacul ture industry is very
interested in, one being a new ad hoc conmttee that we have
formed, the Aquacul ture Partnership.

We believe that progress can continue to be nmade
to increase the availability of drugs. Again, we encourage
that the MUMS docunent go onto Congress as it canme out of
CVYM and we are ready to assist in any way that we can help
with any of these efforts.

| have been on travel, and we prepared our
comments and then the questions did conme in, but just very
quickly, if | have got one mnute, in response to the
part nershi ps and stakehol ders working together, two things
that we would like to see. One is that CV/M work closer with
t he sponsors to ensure subm ssions in the proper format and

possi bly devel op a sanple subm ssion as a gquide for the
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sponsors.

The second thing is on comuni cation. W would
like to see that all product information be avail able on the
web site, and we would like to see CVMtarget sone key
i ndustry persons who can provide alerts on new products that
are in the pipeline to the Federal Register and have al ready
been approved by FDA

| think | have covered it. Thank you.

DR. BLACKWELL: Thank you very nuch.

FDA?

[ No response. ]

Questions and Comments fromthe Audi ence and
Summat i on of Major Points from Panel Di scussion

DR. BLACKWELL: This nmeans we can nove into nore
general feedback fromthe audience.

| did have a question, though, before we do so. |
was wondering if any of our stakehol der panelists are
| awers. Any | awers?

[ No response. ]

DR. BLACKWELL: Just an observation. | noticed we
were running a little bit ahead of schedule, conpared to
this norning, and | could not mss the opportunity to try to
figure this one out and noticed that D ck CGeyer and Jess
Stribling were in the back of the room There seens to be

an association with the lack of |lawers with this panel,
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think, and our ability to nove quickly through our agenda.

| am happy they are still here, though, because
| awyers keep us really entertained.

[ Laught er. ]

DR. BLACKWELL: At this point, we really do want
to invite anyone fromthe audi ence who m ght have feedback
for us, to take this opportunity.

There is a mke in the center aisle, and | see
John Adans is on his way up. W wll seek your input.

Thank you.

MR. ADAMS: Thank you, Dr. Blackwell, nenbers of
t he panel, and ny col |l eagues up here on the other side.

National MIk wll be submtting comments to you
later. | just wanted to nake a few observati ons.

First of all, there has been a | ot of enphasis on
priorities today, and it is quite obvious from your
comments, Steve, earlier that your agency, like a |ot of
ot her agencies in town, is facing severe budget constraints.

| think that is obvious to everybody here.

| f you are | ooking at the overall picture of how
you set priorities under these difficult situations, ny
observation is that while many of us in the industry want to
see new products on the market, and I would be one of the
first to admt that in talking wth our veterinarians out in
the country, they are quite anxious to have new products

approved for treating lactating dairy ani mals.
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As an industry representative here, | have to
poi nt out to everyone the serious consequences of sone of
the enforcenent problens that we face, and the BSE
situation, | think, takes highest priority.

| want to call your attention to an Atlantic
monthly article that appears in the Septenber issue. This
is a very conplete review of the BSE situation that we al
faced, and the author is very objective in many cases, in
ot her cases maybe not so objective, but she criticizes a

nunber of agencies, and C/Mis also criticized in this

article.

| am pointing this out because |I think you need to
address this as an agency. | think you need to respond to
this article, and | wll leave it so that a copy can be

made, but | think it also points out the dire need for
priorities to be set on the enforcenment side because this
aut hor is suggesting that FDA does not have the resources or
is not |ooking hard enough at the rendering industry and the
possibility of the transm ssion of TSE into the food supply
t hrough the rendering process.

We oursel ves have brought to your attention, as
you are aware, fromtinme to tine, the issue of aninmals that
have exhi bited neurol ogi cal disorders and how we are going
to deal with those types of animals at slaughter. As an
i ndustry, we have requested FDA and USDA to work together to

make sure that there is a fool -proof systemin effect and
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enforced to nmake sure that those animals do not reach the
food supply if, in fact, they are not approved for food use
by an accredited veterinarian.

So | bring these issues to your attention because
obvi ously, as a food supply industry, we are very interested
in protecting the public health, and when budget becones the
i ssue, then the highest priorities of the agency have to go
to protecting the public health.

| was asked to participate recently in a neeting
that CYM was sponsoring with regard to the enforcenent of
the BSE rules, and I want to conplinent publicly the agency
for your efforts with regard to developing the BSE rule. |
think we all realize it was a very difficult and conpl ex set
of issues. So the agency from our standpoint should be
comended for your efforts, but now there is the enforcenent
i ssue.

Al'l that good work that was done now is on the
line unless it is properly enforced, and when | was told the
other day that a major portion of that programhad to be
del ayed because of |ack of resources, | was rem nded of
priorities.

So, while | amhere to say that we as an industry
need new drugs, we also have to think about what woul d
happen if we had a cal am tous outbreak of such a di sease as
BSE or TSE. | think we would all realize under those

ci rcunmst ances that enforcenent and priorities on the



enforcenent side would be extrenely inportant.

DR. BLACKWELL: Thank you.

Any questions fromFDA for clarification?

Dr. Sundl of has one.

DR. SUNDLOF: | would just like to clarify our
priorities on BSE enforcenent. What we have done and agreed
to do is inspect 100 percent of the establishnments that in
any way handl e these prohibited materials. So that includes
all of the renderers, all of the feed mlls, distributors,
protein blenders, et cetera, over a 2-year period.

To do that, we are allotted a certain nunber of
field resources to conduct our inspections, and that
i ncl udes such things as follow up on residue violations,

i nspecting plants for good manufacturing practice,
conpliance, and a number of other things.

VWhat we have done in conjunction with our field
resources is that we have said we are going to focus a | arge
majority, nmore than 50 percent of our field resources, on
t he BSE enforcenent issue, which neans that those other
prograns, such as followup on violative drug residues in
animals are going to have to slide for the next couple of
years because we agree with you, John, that failure to
enforce this rule can lead to the sane kind of disaster that
occurred over in the UK W certainly do not want that to
happen, and so your point is well taken.

DR. BLACKWELL: Thank you.
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Any ot her commenters?

[ No response. ]

DR. BLACKWELL: Do we have our list already?

VWat | will do is go ahead and run down our |ist,
as these are the mgjor points as we have captured them
Again, we are nmaking a transcript of this proceeding. So
all the details wll be captured, but what we have heard
during this panel, there are five points that we are going
to sumari ze.

One, that drug availability is critical, that the
ADAA shoul d be fully inplenmented, and specifically as it
relates to mnor uses, mnor species, and the veterinary
feed directives.

Secondly, risk assessnent should be used to assi st
i n maki ng sci ence-based deci si ons.

Thirdly, CVM should foster a nore cooperative
relationship with USDA's Agricul tural Research Service and
CSREES, Extension Service, to obtain needed scientific
experti se.

| interpret this one, as | heard the feedback--and
a couple of people did nake this point, but | guess |
understand this feedback to nean that we shoul d be | ooking
to the other Departnent, USDA, in collaborating with them
and joining resources in sone of these areas in order to
hel p nmeet our mssion, as well as theirs. If that is not

t he essence of that, please correct ne.
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[ No response. ]

DR BLACKWELL: Ckay, thank you.

But no one said single food agency, right?

[ Laught er. ]

DR. BLACKWELL: Good. There is a subtle different
there, and we want to make sure we caught that.

Fourthly, clear communication is critical. CVM
shoul d t ake advant age of established networks of producer
groups, as well, | guess, as the other professional groups
that are presented here today in order to get our nessage
out .

We heard a little bit about this, this norning.

It is really very nice to hear many of you conme forward and
tal k about hoping to do the kind of work that we so nuch
need to do as far as comruni cati ng our decisions and the
needs, and | think we have very excell ent exanples, as we
have col | aborated in recent years, but what | understand you
to say is you are wlling and able to do a bit nore, and we
should ook to you in order to provide sone relief and at
the sanme tine achieve the inportant objective of

communi cating better with everyone.

The last major itemcaptured is that it is
inportant to work with international groups. Wen |I |ooked

at the word "international,"” first | saw "institutions."
Anyway, international groups to ensure harnoni zation

A lot of collaborating is needed. W all keep
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saying that, hearing that. | think nost of us here present
today realize that a ot of work is going on, but what you
are saying is that we need to really keep sone priority
there because it will, again, be another way to provide
relief. That may be in the context of accepting information
fromother countries as it relates to the drug approval
process, but certainly, when we | ook at trade issues and
certain barriers that nmay exist because of differences,
again, there needs to be priority placed there as well.

Now | am going to get nyself into trouble again,
as | did this norning, and say that we are hearing a | ot of
spend nore here, spend nore there, spend nore there, a | ot
of good feedback actually. | want to make sure that we have
not m ssed any specific advice with respect to where we no
| onger need to spend.

| did hear about the efficacy part. You were real
cl ear about that part.

MR. BRANDENBERCGER: Do you want nme to go over it

agai n?
DR. BLACKWELL: No, no, no. W heard that one.
But outside of that area, is there any other area
that did not seemto be captured? | amsaying this for

di scussi on purposes right now where we m ght shift resources
or priorities, in other words, stop doing certain things, or
is it all about really needing to try to get nore resources

to do everything.



Coul d you all conmment on that?

[ No response. ]

DR. BLACKWELL: W |ike knowi ng and believing that
all we are asked to do is inportant, and that we should be
seeking to do it, but it begs the question howto do all if
we do not have the resources to do all

MR. BRANDENBERCER: | will junmp in alittle bit.

DR. BLACKWELL: Could you pl ease use the m ke?

MR. BRANDENBERCGER: Sure.

DR. BLACKWELL: Only if you are not going to talk
about efficacy.

MR. BRANDENBERCGER: Returning to page 3--no. |
Will jump in just a little bit here.

| think there is probably a natural reluctance on
everybody's part to cone up here and say quit doing this and
quit doing that, and frankly, at |east just speaking
personally in preparing for this, there was not a tine, and
| do not think | wanted to be presunptuous enough to say
stop here, but one thing that m ght be worth | ooking into as
a followup to this neeting nay be getting the stakehol ders
back together with that specific mssion. That was one of
10 or 12 things thrown in here today, and everybody is
trying to junble all of them W do not have to do it al
day, but maybe a little less formal, get the stakehol ders
back together and focus on just that question, what can fal

off the table if we have got to do nbre here. | think you
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m ght get sone very specific targeted answers in a session
i ke that.

DR. BLACKWELL: | amsure that we are going to
continue to talk. As all of you have commented, there has
been a | ot of conmmunication and col |l aboration and
coalition-building going on in recent years. W certainly
do not plan to stop doing that.

W will invite you to continue to think about that
gquestion because that is, in fact, what we are faced with
right now, howto continue to do all that we are asked to do
or get rid of sonme things.

Interestingly, in this country, and maybe we
should say in the whole world, | do not think there is any
part of the FDA m ssion that does not have a supporter, and
that makes it very interesting when we start down that
track.

Audi ence, we have sone options here. W are
runni ng about 30 m nutes ahead of our schedule. | think we
were schedul ed for a break at 2:30.

| did not bring any shoes to tap dance today. So
we are going to have to figure out what we do at this point.

| think some may be scheduled to showup a little bit
later. | amnot sure if all the panelists are here for the
third panel, but that being the case, do we have any
suggesti ons?

Finish early? Gay. | do not hear any objections



to that.

We are going to go ahead and take our 15-m nute
break and then get started in 15 mnutes with the third and
final panel

Thank you.

[ Recess. |

St akehol der Panel #3

DR. BLACKWELL: | would |like everyone to pl ease
take their seats so we can begin our |ast session.

Wel come back to our third and final session today,
and we again are going to stay with our format. It seens to
be working at |least to our satisfaction.

At the end of this panel discussion, we are going
to again open it up for any comments fromthe audi ence, and
we wll then have a final summation which basically will be
all points that we have heard today. | think that wll
probably bring us to the close of this session.

So far, | have been hearing very positive coments
about how things are going. W really are happy to hear
that because it is really your neeting and your opportunity
to talk to us about issues that we think are very, very
i nportant.

| do want to clarify one point that was made.

Joel Brandenberger had tal ked about the priority placed on

efficacy, and | teased hima little about that. There have
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really been a | ot of hot debates on the subject, actually,
as all of us know, but one clarification that I think is
inmportant to share with the group is what we have been
hearing froma nunber of people today repeatedly with
respect to priorities is that when we | ook at the CVM

m ssion statenent, it tal ks about safety. It tal ks about
product quality, and then it tal ks about efficacy.

The understandi ng of sone is that that provides
direction to the Center with respect to priorities, and so |
believe if | could extrapolate fromthat, then, the efficacy
pi ece, although inportant, that inportance stands relative
to first safety and then product quality. Wether we are
tal ki ng about preapproval work or postapproval surveillance
and conpliance, enforcenent-type work, human safety, public
health safety fromthe standpoint of potential injury to
human health as it relates to the safety of the product and
the quality of the product should be our primary focus.

Now, did I get that right? Gkay, good. Safety
first, product quality second, and then efficacy issues.
Good.

That is the kind of thing we want to be able to
wal k away with is clarity on your points, and | really,
really did appreciate having it all cleared up for ne.

Wth that, let's nove to our |ast discussion here,
and | want to introduce to you our third panel of

st akehol ders. Starting to ny imediate right is M. Dave
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Bossman. He is president of the American Feed | ndustry
Association. Next to himis M. Randall C. Gordon. He is
vi ce president of Communi cations and Governnment Rel ations
with the National Gain and Feed Association. Next to him

is Dr. Alan Hanks, president-elect of the Association of

Ameri can Feed Control Oficials. Next to Dr. hanks, we have

Dr. Robert Zinbelman. He is executive vice president for
Scientific Liaison, Federation of Animal Science Societies.
At the end of the table there is Dr. Janes Jarrett,
executive vice president of the American Associ ation of
Bovi ne Practitioners.

On the FDA side here, we still have Dr. Sundl of .
M. Geyer has rejoined us here at the front, and the new
peopl e here would be Dr. George G aber, who is director of
the CYM Division of Aninmal Feeds, M. M chael Rogers,
director of the FDA Kansas City District Ofice, which by
the way is our primary district office, given the |ocation
of nost of the industry for aninmal drugs, aninal
pharmaceutical agents, and then, of course, Ms. Goria
Dunnavan who is director of the CYM D vision of Conpliance.

W want to welconme all of you. W, again, are
| ooking forward to the feedback that you have for us, and
our FDA fol ks are here to make sure that we do understand
and wil| probably want to ask sone clarifying questions
after each presentation.

M. Bossman, if you will just come forward, we
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will get started with you.

MR. BOSSMAN. Good afternoon, Dr. Blackwell, Dr.
Sundl of, the rest of the panelists, |adies and gentl enen.
Thank you for the opportunity to be a part of this dial ogue
and on the future of CVM | ampleased that we are able to
join the other stakeholders in going this.

Overall, we urge the agency to carefully review
its charter and its mssion and statenent in determning the
program and spending priorities. W have explained to CVM
in prior years, it is politically difficult, if not
i npossi ble, to find support for a greater CYM spending if
t he agency cannot denonstrate it is gaining maxi num benefit
fromthe noney it already had.

AFITAwi Il file detailed answers to the specific
gquestions posed in the neeting materials, but in the
allotted tine, let ne explain sonme of our chief areas of
concer n.

One that | knowis a great deal of concern and of
interest to everyone is Question No. 2 as it relates to user
fees. AFIA is categorically opposed to federally regul ated
i ndustry paying for the privilege of Governnent-inposed
consuner protection prograns.

| guess we cannot say that any stronger or any
| ouder. The argunents that |abel ed approvals and ingredi ent
approvals, plant and facility inspections, et cetera, that

provide primary benefit to a requl ated conpany i s w ong.
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User fees are sinply a de facto tax on a reqgul ated i ndustry.

W are willing to exam ne the possibility that
certain CYM services may provide, greater corporate than
public benefit, such as GRAS notification and formal opinion
requests, et cetera.

We woul d actively participate in any effort the
agency may establish to identify such services for which a
fee may be contenplated. Qur willingness to do that,
however, should not be taken as a weakeni ng of our
| ongst andi ng opposition to user fees, as a budgetary gi nm ck
or a replacenent for responsible budgeted adm ni stration.

Field offices. W have |ong been frustrated by
the lack of uniformty in the enforcenent area anong field
of fices, especially when it cones to GW inspections of feed
plants. Over tine, we have nmade CVM abundantly aware of
that frustration and continue to be frustrated with the
foll ow ng problens of CVMfield personnel, inspectors
demandi ng conputer validation docunents, inspectors who
admt they have never been in a feed mll, inspectors citing
violations for food and not feed in GWs, and district
of fices setting conpliance standards which are generally at
odds with CVMin Rockville.

We recomend enhanced training and education for
the inspectors and reviewers, and as willing to exam ne the
possibility of a joint industry-agency training effort, we

al so urge enhanced directed nonitoring and oversi ght of
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field offices by the Washi ngton adm ni strati on.

We strongly recormend the O fice of Regulatory
Affairs ensure full funding for any State prograns under
contract wwth GW inspections.

As it relates to the fourth question of the
voluntary sel f-inspection program it would be a good
exanple. The Joint AAFCO FDA vol untary sel f-inspection
program offers the agency the opportunity to reduce the
resource-intensive GW inspection process while maintaining
and possi bly even enhancing better than adequate regul atory
control of nedicated feed manufacturing facilities.

It is also an excellent exanple of how third-party
expertise can enhance the agency's service, and we certainly
think that VSIPis in the spirit of the VFD and the
practical industry/governnent cooperation.

ADAA i npl ementation nmust be fully inplenented. W
continue to be disappointed and frustrated by the |ack of
CVM progress in the rul emaki ng subsequent to the enact nent
of ADAA. W are especially interested when C/Mintends to
propose the VFD regs, as well as the final regs on feed mill
I i censing.

We understand such issues as the risk assessnent.

BSE demanded an inordi nate anount of agency personnel tine.
However, it is inperative that internal roadbl ocks to ADAA
i npl enmentation, including potentially expanding | evels of

review and regul ation, be elimnated, so that the reality of
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the regulatory | eaf can match the previous positive spirit
of ADAA negotiation and legislative effort.

Frequently, | amrem nded of the tines when we
were working on that. W are told that it was sl ow because
the |l awyers were working on reinventing the governnent,
whi ch we thought was what we were trying to do on the face
of it instead of on the back side.

As part of GRAS notification, we urge CVMto
enul ate its sister agency, CFSAN, in using the proposed GRAS
notification systemto sanction nore feed products and
ingredients. They have denonstrated the systemcan be a
practical tool for product reviews.

On the international, Question No. 6, we certainly
are involved nore with international activities than we ever
have and understand and are synpathetic to the increased
i nternational demands on CYMtine and budget. |In this area,
and this area only, AFIA may be willing to exam ne an early
focussed support for increased CVM appropriation.

We offer to chair an industry/ CVYM exploratory task
force on the feasibility of targeted appropriations for CVM
international programefforts, including CODEX s drug
resi due standards, international harnonization, and all the
technical trade issues to U S. trade agencies.

| thank you for the opportunity to contribute to
this dialogue, and as nentioned earlier, we wll be

providing detailed witten comments to the specific



gquesti ons.

Thank you.

DR. BLACKWELL: Thank you very nuch.

Any questions from FDA?

Yes.

MS. DUNNAVAN. Could you just clarify for ne a
little bit? Wen you were tal king about the |ack of
uniformty in the field inspections, is that a rare
occurrence?

MR, BOSSMAN. No. It is a frequent occurrence.
There is a great deal of difference between the inspectors,
and nost of that is probably between one region and the
other, and if you want sone witten specifics on that, we
can give you a pretty long and detailed |ist.

M5. DUNNAVAN: O maybe a little phone call. W
could tal k about it.

MR BOSSMAN:  Ckay.

M5. DUNNAVAN:  Thanks.

DR. BLACKWELL: Thank you.

Any ot her questions?

| did have one. | think you gave part of the
answer to it. You nentioned inplenenting fully ADAA that we
need to renove sone internal roadbl ocks, as an exanpl e,
additional |layers of review Could you hel p nme understand?

| did not quite understand what the fix is. Wat is it

that you are getting at?
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MR.

BOSSMAN: | think there is probably too often,

maybe between the people that are witing this and the

| awyers that need to--

DR

MR.

BLACKWELL: | see.

BOSSMAN: | amtal ki ng about the internal

struggl es that we understand may be happening fromtinme to

time wthin--

needed to

DR

3

get
MR

DR

3 » 3 3 3 % 3 %

BLACKVWELL: W thin FDA?

BOSSMAN: Wt hi n FDA.

BLACKWELL: Not just CVN, then.

BOSSMAN:  Yes.

BLACKVWELL: This extends beyond, okay.
BOSSMAN: O early.

BLACKWELL: Yes, | understand now.

BOSSMAN: Getting it out of the agency.
BLACKWELL: Ri ght.

BOSSMAN:  And down the chain.

BLACKWELL: All the signature blocks that are
it docunmented or a decision out of the Center.
BOSSMAN:  Yes.

BLACKWELL:  Ckay.

Any ot her questions or points for clarification?

[ No response. ]

DR

BLACKWELL: Al right. Then we wll ask M.

Gordon to cone forward.

MR.

GORDON:  Thanks, Dr. Bl ackwel .
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We, too, at National Gain and Feed Associ ation
greatly appreciate this opportunity to present sone
recomendations on priorities we believe should be
considered by CV/Mas it targets its future efforts.

Qur associ ation consists of nore than a thousand
grain, feed, and processing conpanies. About 70 percent of
our nenbership are country elevators and feed mlls.

At the outset, | want to express the NGFA' s
adm ration and respect for the dedicated public servants who
work at CVM and conmend the agency for the integrity and
the fairness with which it seeks to execute its regulatory
responsibility wwth [imted resources.

| think today, if nothing else, CYMhas a renewed
appreciation for the appreciation that stakehol ders have for
the job it tries to do.

| ndeed, we believe that the professional working
rel ati onship that exists between CYM and nost of the
regul ated industry, a relationship based on a
non-adversarial partnershi p whose foundation is mutual trust
and respect, provides nmajor new opportunities for enhancing
food and feed safety while allow ng the agency to nore
effectively allocate its resources.

We think that a prime exanple that nerits
high-priority attention fromFDA is inplenentation of the
vol untary self-inspection programfor nedicated feed

establishments, currently being finalized by the Association
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of American Feed-Controlled officials as part of its
nati onal nodel, nedicated feed program

Under this concept, nedicated feed establishnents
that have inplemented witten quality assurance prograns
that neet or exceed FDA's CGWs, be they commercial feed
mlls, on-farmm xer/feeders, or integrators, would be
eligible for this program and woul d be exenpt by any FDA
i nspections, except for cause.

Yet, this programstill would provide for prudent
Gover nment oversight. For exanple, establishnents woul d be
subj ect to preapproval inspections if they have not had a
full-blown CGW inspection during the previous 2 years.

They woul d be required to submt an annual inspection report
docunenting that they had conducted a self-inspection, and
they would still be subject to random spotcheck audits by
Federal and State inspectors to verify their conpliance with
t he CGWPs.

The voluntary self-inspection program al so
provi des an opportunity for FDA to use one or nore
disinterested third parties as certifying organi zations to
provi de education and training for inspectors.

Those certifying organi zations al so woul d be
subject to FDA review and oversight. In essence, we believe
this voluntary sel f-inspection program approach represents
good governnent. It would pronote industry self-regulation,

and encourage the further adoption of quality assurance
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prograns by all types and sizes of nedicated feed
establ i shnments.

It would provide regul atory and nar ket pl ace
i ncentives for conpanies to do so. It would provide for
prudent, rational Government oversight, while freeing up
scarce resources.

We have heard today about the inportance of
surveill ance and conpliance activities being targeted at
unapproved drugs or msleading clainms that truly can
endanger consuners. Most inportantly, we believe this
program woul d contribute to an even safer and nore whol esone
food supply.

The NGFA al so believes that FDA/ CYM shoul d
continue its enphasis on providing education, information,
and conpliance assistance to the regulated industry. W
comrend the agency for allocating additional resources to
its Ofice of Comunications, and we believe the agency
satellite tel econference for the feed industry on the final
rule on the mamal i an protein ban, as well as the snal
entity conpliance guide publications that have been made
avai | abl e by FDA, represent kind of a case study on how we
can work together in this sort of effort.

Using FDA's web site to convey this and ot her
conpliance information also is valuable to conpanies that
have Internet capability, but the NGFA believes nore can be

done in partnership with industry organi zati ons and FDA to
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produce brief, concise, and consumable information that wll
be useful to smaller establishnents.

Trade associ ations such as ours and ot her
stakeholders in this roomcan be a valuable asset to FDA in
preparing, producing, and distributing this kind of
i nformati on.

It is our sense that we have only begun to tap
this potential. W pledge to work with the agency to
identify other opportunities for nmutually benefici al
education and information efforts that contribute to food
and feed safety.

Next, the NGFA believes FDA/ CVM shoul d seek ways
to expedite its review and action on citizen petitions filed
by interested parties seeking changes in the agency's rules
or procedures.

Specifically, we urge the agency to reach cl osure
on citizen petitions that have been on the docket for sone
time concerning animal drug assays and liquid feeds, as well
as on the recently filed citizen petition urging the agency
to proceed with rul emaki ng changes to its current good
manuf acturing practices that was filed jointly by AAFCO
AFl, and NGFA.

The citizen petition can be a valuable tool, both
for FDA and for stakeholders. It is a way to bring the
agency's attention--to the agency's attention, and to seek

its determ nation on issues that stakehol ders believe
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warrant serious consideration in a tinely manner. W
bel i eve the agency should act on themin that |ight.

Finally, we believe the agency needs to place nore
enphasi s on international issues, and as has been nenti oned,
in |looking at the regulation of inported products into the
United States and work on CODEX and some of the other
efforts in international, we do not feel you can really
choose between those two anynore. The gl obal narketpl ace,
as Joel said before, is really where it is today.

We do think nore enphasis needs to be placed on
i nspections of inports for safety and purity, but with the
i nportant caveat that such inspection should not constitute
non-tariff trade barriers. |[If they do, that will cone back
to haunt us.

We believe that to ensure U.S. interests are
protected, the agency needs to place nore enphasis on
ongoi ng i nternational negotiations on harnonizi ng
international food and feed safety standards, including the
devel opnent by CODEX of a code of good ani mal feeding
practices that could conme back to affect our own CGWs in
this country.

The NGFA al so believes that FDA needs to be a
supportive resource for other | ead agencies, like the U S
Department of Agriculture's Foreign Ag Service, in
conbatting non-tariff trade barriers, such as the European

Union's proposals to require EU certification of both
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nati onal feed and feeding regulatory prograns in private
production facilities in this country that export products
to the EU

Agai n, we woul d recomend t hat FDA not necessarily
be the | ead agency in these efforts, but that you partner
with USTR and USDA and provi de support as you can.

We appreciate this opportunity to provide these
views, and, again, we will be anplifying on these in our
witten comments as well.

Thanks.

DR. BLACKWELL: Thank you.

Any questions?

Dr. G aber?

DR GRABER It is probably a question for both
Randy and Dave.

You tal ked a | ot about education activities,
communi cations, training workshops and stuff. \Wat are your
views about a level of effort in the enforcenent area in
terms of regulatory actions? Wat |evel of comm tnent
should there be in terns of enforcenent, that is, regulatory
activity?

MR. BOSSMAN. I n which area?

DR. GRABER In the nedicated feed area, or feeds
in general.

MR. BOSSMAN. Essentially, you have got a

statutory mandate which we understand. | amnot real sure
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that that is being used as well. W still run into the
probl em where one feed mll has an inspection three tinmes in
this span of tine or where soneone has never seen one. | am
not sure it is equitably shared.

| think sonme of the issues that Randy tal ked
about--well, the one, for instance, with the petition, the
citizens petition that we just put in, it would rmake the
playing field a bit leveler. | think that would go a | ong
ways to snooth out some of the regulatory conpliance.

All of the records that we have seen that you have
provided us indicate that the feed mlls are not causing a
food safety problem So | think your |evel of inspection
probably is higher there, and their resources are probably
spent there nore than they should be if you look at it from
a food safety perspective, but given your mandate, | am not
sure what either one of us can do about that.

MR, GORDON: CGeorge, | mght just add to that a
little bit. | think the voluntary self-inspection program
really gives a chance for the agency, as well as State
i nspectors, to rationalize their inspection alittle nore
t han perhaps has been done in the past, where you have
i ndustry doing self-inspections with the kind of Governnent
oversight that is prudent.

It would allow you to target sone areas perhaps.
The larger comrercial mlls and many of the others have seen

your inspectors nany tinmes, but many ot hers have not.



am

| think it is inportant to have a credible
conpliance aspect to your prograns. That and proper
education and information facilitates conpliance by the
entire industry. You cannot not have an unpire out there
and still have a credi ble program

| do not want to speak for Dave, but | think from
the industry standpoint, we are | ooking for a bal ance here.
VWiile nore of the regul ation and the inspections have been
done on the nedicated feed mlls, the commerci al
establishnments at this point, perhaps this would all ow you
to either save resources, if they are not needed for food
safety reasons, and that is the bottomline, or target those
inalittle better fashion toward those that may not have
seen inspectors in nmany years.

MR. BOSSMAN: Keep in mnd, with all your
i nspections, that food safety is the issue. | think we have
| ost sight of the fact that we are not having to protect the
smal | producer fromthe big bad feed conpany anynore. Food
safety is an issue, and that is the only real issue of
concern as it relates to your inspection procedure.

Al so, there is a huge difference between whet her
it is an FDA inspector and whether it is a State inspector.
That should be |l eveled out as well, and | know there are
sone States that have gaps sinply because of the contract or
no contract with the agency.

DR. BLACKWELL: Yes, Dr. Sundl of.
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DR. SUNDLOF: Randy, | just wanted to follow up on
one of the points you brought up about the code of good
practice in aninmal feed. Does National Feed and Grain
Associ ation have a position on that, whether you want that,
whet her you think having an international code is a good
i dea, a bad idea? You have obviously seen the draft code.
What is your position on that?

MR, GORDON: Well, I think we are not necessarily
opposed to it, so long as it nodels to the greatest degree
possi ble the current Gws that FDA has, and the current
draft, | think, noves in that direction, but what we are
leery of is having that steered in another direction at sone
poi nt .

| think it is sonmething we really appreciate the
agency's leadership on in helping to craft that docunent,
and | think it is going to be real inportant to manage it
all the way through at this point.

DR. BLACKWELL: You probably answered this
question already, but let ne nmake sure. | do not know if |
heard it, and | wanted to get your perspective on it.

I f we | ook down the road and see an environnent
where the industry is, in fact, practicing under sone code
of good practices, which are roughly equivalent to CGVPs,
what role, if any, would you see for the FDA in that
environment, in that context?

MR. BOSSMAN: Clearly, you would be the parent.
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They woul d have to be your codes. You would be the overseer
of the overseers.

DR. BLACKWELL: So sone inspections woul d
conti nue, naybe?

MR. BOSSMAN. Maybe you coul d oversee the
i nspectors instead of you having the inspectors to go out
and |l ook at the feed mlls and the third-party feed mlls.
You could confirmthat the inspectors of these feed mlls --

DR. BLACKWELL: So sort of an inspect or
certification kind of progranf

MR. BOSSMAN:.  Yes, absolutely.

DR. BLACKWELL: Thank you.

Any ot her questions?

MR. GORDON: Could I make one comment ?

DR. BLACKWELL: Yes, please.

MR, GORDON: Because | probably was not as clear
as | wanted to be in ny comments earlier

In terns of education and information, | think the
i ndustry organi zati ons and your to her stakehol ders can do a
| ot of good for you in ternms of putting | anguage into
i ndustry term nol ogy and perhaps witing it in a less
regul atory way and stressing the inportance of conpliance.

We understand your |egal obligations to have to
say certain things, certain ways, but | think that is a real
asset that you can use in trying to extend your reach in

your information and comruni cations efforts to encourage
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conpl i ance.

Hearing it froman industry organi zation--and
Dave' s organi zation has done a great job in this area,
too--1 think really carries a lot of weight with the
i ndustry you are trying to regulate in a prudent manner.

DR. BLACKWELL: So we can just translate that to
say that you would take what these |awers wite and make it
under st andabl e?

MR, GORDON:  Your stuff is pretty understandable.

| do not nean to inply that at all.

DR BLACKWELL: Sorry, Dick Geyer.

MR. BOSSMAN.  You have to give themthe | ast word.

DR. BLACKWELL: | nust say here, it does anaze ne
after 20-plus years in the agency how we can sonetines | ook
back. | have been able to | ook back at a letter that |
wote, and | do not know why | said it the way | did. | do
not even understand it anynore.

That is an interesting suggestion. | think it
couples with a lot of things we have heard so far, and that
is a specific role that the industry could take in hel ping
to communi cate FDA decisions or policies in particular and
certain requirenents.

Any ot her questions, coments?

[ No response. ]

DR. BLACKWELL: Then we will nove right on to Dr.

Hanks.
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DR. HANKS: Thank you.

| am Al an Hanks. Wen | am not working for AAFCO
| amthe State chem st in Indiana, |ocated at Purdue
Uni versity.

For those who do not know, we do not have a State
departnent of agriculture in the State of |Indiana, and we
have nost of our regulatory prograns | ocated at Purdue.

AAFCO, which | amrepresenting today, is basically
an association of State regulatory officials, but it also
i ncludes the FDA, CVM and AAFCO s nane is the "Anerican
Association."” So, basically, anyone in the Anericas would
be wel cone. In that case, we do have Puerto Rico, and
actually, very recently, Costa Rica joined the association.

The association works primarily to establish nodel
| aws or nodel legislation that the States or other nenbers
may adopts. | need also to enphasize that the association
wor ks very closely with industry. W have nunerous
commttees, and there are industry l|iaison nenbers on all of
t hose conm ttees.

| say that in part because you will hear a
reiteration of at | east two points you have already heard
fromindustry organi zations.

During the pats few years, AAFCO has cone to
enphasi ze feed safety as an integral part of its regulatory
phi | osophy. A major function of feed regulation is to

saf equard the health of man and animals. Standards nust be
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set for substances determned to be unsafe in feeds, and
anal ytical nmethods are necessary to determ ne when standards
have been breached.

Products which contain unsafe |evels of substances
or | abel ed such as to be potentially used unsafely may be
harnful to animals being fed while posting a threat to
humans and the human food supply.

AAFCO relies heavily upon a strong sci ence-based
standard setting and support activity of CVMin limting
mycot oxi ns and ot her standards in feeds. Standard support
needs to conti nue whether by participation by CVMin CODEX
or independently by CV/M if, through CODEX, we nust make
sure that such standards are, indeed, science-based.

AAFCO feel s CVYM needs to devote necessary
resources for devel opnent or selection and validation where
needed of anal ytical nmethods for detection, especially of
certain potentially high-risk feed contam nants in the nane
of feed safety. This is an area where, again, CODEX could
be a source of nmethods, but only if those nmethods are
sufficiently and adequately validated, or perhaps even
third-party contracting for such nethods is potential for
t he future.

AAFCO s strategic plan for 1996 through the year
2000 nakes feed safety its top priority. Enphasis is
basically feed safety equals food safety in ongoing

regul atory prograns. The enphasis here includes devel opnent
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of strategies covering process control.

Feed safety nust include safe manufacturing of
feeds, accurate |abeling, while guarding agai nst
contam nation of pesticides, mycotoxins, industrial
chem cal s, and various m crobial species. Mnufacturing
process controls are especially critical in safe production
of nedicated feeds and are found in the good manufacturing
practice inspections of Iicensed and unlicensed nedi cat ed
feed mlls.

Equal inspection vigilance at both types of
medi cated feed mlls, licensed and unlicensed, is required
to ensure safe, uncontam nated feed.

You have heard from National Gain and Feed
Association, their interest in the support of citizen
petition, review and processing, and in particular, one was
menti oned concerning the revision of the current good
manuf acturing practices. A petition has been submtted both
by AAFCO, AFIA, and GFA for that particular revision. W
woul d very much like to see that occur

In the same vein, | will nmention very briefly the
program that you have heard today of the voluntary
self-inspection--or self-certification through
sel f-inspection of manufacturing of animal feeds. That
program VSIP, which was sonewhat inspired by a nmenber of
the FDA panel, at least in though and concept, M ke Rogers,

is also a conponent of the AAFCO s nodel, nedicated feed
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program which is currently in draft form A conponent of
that is also the revised good manufacturing practice
i nspecti ons.

AAFCO supports a program such as VSIP where a
third party would be involved primarily in the certification
and oversight of the inspectors, with training ongoing
either by the oversight certifying organization or basically
through trainees or trainers selected fromboth the States,

FDA, and industry.

| do not think I lost a page. | just lost ny
pl ace.

| would i ke to speak a little bit to
priority-setting. |In priority-setting, State and Federal

prograns need to work nore closely together or at |east know
and understand the basis of each other's priorities in
regul ation of animal feeds.

Oten States find a reasonable high priority for
themmay be a low priority at the national |evel, perhaps
for lack of resources. Equally, States may not have a clear
pi cture of national priorities or lack a clear appreciation
or understandi ng of the basis for such priorities.

The States, probably through AAFCO and CVM need
to review together where possible and coordinated feed
regul atory enphasis and priorities.

Wil e for many reasons, such is variations and

goals that you will find at sonme State feed prograns, it iIs
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not likely that we can always nuch all priorities at the
State and national |levels. However, we all do need to know
and understand each other's priorities. W may all be able
to share our resources and support each other if we start
early setting our priorities in planning processes.

Also, in regard to priorities, there is a trend
today for inclusion of uninproved ingredients and soneti nes
extraordinary clainms on |abels of sone aninmal feeds. States
may act individually to police these problens, but greater
and w der successes can be achieved with strong support from
CWM

Admttedly, in nost, if not all cases, high risk
to ani mal s and hunmans may not be at stake, but truth and
legality in labeling is in question. The States have | ong
been the guardi ans against fraud and m sl abeling clains in
the regul ation of animal feeds. W believe we could be nore
effective in this area with stronger FDA support.

Finally, in summary, several areas nentioned here,
standards setting for contam nants, provision of analytical
met hods, support for review of petitions on the backup of
States in the area of fraud can only be acted upon if CVM
has adequate fundi ng and other resources to hel p support the
St at es.

In sone instances, research is required which
i kewi se needs funding. Thus, in general, for feed safety

and, in particular, in support of the States who performthe



bul k of inspections, sanpling and anal ysis of aninmal feeds,
AAFCO strongly supports adequate funding and resources be
available to CV/Mto be used accordingly.

| recognize the problemw th resources. Sinply,
AAFCO supports greater resources, if necessary, to perform
t hose things necessary to support the States.

| want to thank CVYM for holding this program for
the opportunity to be here to represent AAFCO

Thank you.

DR. BLACKWELL: Thank you. W appreciate that

f eedback.

Any questions?

M. Ceyer.

MR. GEYER. M ke, after your comments earlier
about how | awyers extend the programtine, | decided | would

not ask any questions this afternoon, but | have changed ny
m nd.

DR. BLACKWELL: Rich is talking out on you, | wll
tell you.

MR. CEYER \Well, he has done that before.

[ Laught er. ]

MR. GEYER: | thought if | spoke, Wanda woul d
probably raise the red paddle, and it would be all over, but
| have just got to ask a question to Dr. Hanks

In the process of contracting for inspections that

the States do and the devel opment of partnerships and
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training that FDA/ CVM m ght provide for the States, do you
have any comrents or suggestions for us on inproving those
processes?

DR. HANKS: | think perhaps instead of the
processes, per se, although the processes m ght be inproved,
and | think perhaps co-training prograns with a good deal of
both CV/M and State input would be of value, but | think the
frequency and the nunber of locations is fairly critical in
this area and woul d be inportant.

Most States cannot send all their inspectors, at
| east not very far, and we send only our chief inspectors.
| have a very good chief inspector, but every chief
i nspector, | know, is a filter. | would like to send ny
entire inspection staff when | can.

MR. GEYER. Thank you.

DR. BLACKWELL: d o?

M5. DUNNAVAN:  Alan, | would just like to ask one
question. This is kind of for me personally maybe--1 have
just fairly recently gotten involved in AAFCO and attendi ng
the neetings and seeing what is going on. | amvery
i npressed the way that organi zati on worKks.

| am just curious about how you feel CVMs
i nvol venent in AAFCOis. Is it good, bad?

DR. HANKS: Well, it is very good. | may have
sounded critical, but please do not take it that way.

So far as the activities of AAFCO it is very



i nportant to have CVMinvolved. W greatly appreciate the
activity and resources that CVM does devote to that.

M5. DUNNAVAN:  Thanks.

DR. BLACKWELL: O her questions or conments?

[ No response. ]

DR. BLACKWELL: GCkay. W will nove on to Dr.
Zi mbel man.

DR. ZI MBELMAN:  Thank you.

| am Robert Zi nbel man, representing Federation of
Ani mal Sci ence Societies, which is a new federation this
year. Prior to that, | was 10-1/2 years as executive vice
president for the American Society of Aninmal Science, and
that position was stopped and evolved to this position.

| told themthat since | wll be 68 this year,
will retire and would not be an obligation. They asked ne
to help nake the transition for one year. So you are
hearing nme during ny |ast year of work.

Prior to that, I was wth the animal health
i ndustry for 27 years. So sone of my comments are obviously
i npacted by that experience, and if the 11 years | have been
sort of away fromit, | have gotten out of touch.
congratul ate you, and you can let ne know, but |I would
suspect sone of the things are still pretty much the sane.

We are choosing to conmment today, and we
appreci ate the opportunity to focus on the issue of ensuring

an appropriate scientific infrastructure and the
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ram fications this has.

| guess that is basically Question 4 of the FDA
list. Legislators, regulators, and the general public al
support the science-based deci sion-making process. | think
we need a new mantra, maybe. W are for notherhood, apple
pi e, and sci ence-based deci si ons.

Both sides often claimto have science on their
i ssue, though, when there are sides of an issue, and how to
achieve this science base is nore difficult than the
inplications of the understanding and clarity that are in
t hat statenent.

It is sort of as if there is a single scientific
consensus, and it is always evidence, and it can sinply be
applied to a given situation. In reality, science is a
constant process of challenging the current dogna
reeval uation of what is known, what data exists, and what is
the individual interpretation of various know edgeabl e
scienti sts.

It becones even nore of a chall enge when
non-scientists choose a favorite interpretation or select
certain data out of context to nake a point favorable to
their interest.

It is also possible to find a given scientist who
m ght support a mnority rather than a consensus
interpretation of any given study or set of data. So

determ ning the consensus is really sonetinmes a chall enge
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and nore difficult.

Let nme give you sone exanples. Toxicol ogy
studies. Toxicology is, after all, biology. Over the
years, there has been a tendency to require standardi zed
tests, and partially, this is defensible on the idea that
various drug sponsors should have sim |l ar chall enges.

In sone cases, however, there is an adequate
bi ol ogi cal understanding to nodify the proposal, to provide
a nore nmeani ngful set of results. This seens unlikely to
happen, though, unless the scientific expertise and
justifications allowit to happen and can permt it to
happen.

In addition, sone persons have concl uded t hat
smal | doses of exposure to |arge groups of aninals are
uneconom cal and infeasible. So they propose |arge
overdoses of drugs to reasonabl e groups of aninmals as an
appropri ate nodel .

| can tell you, as a biologist, a mllion tines
overdose to one aninmal is not the sanme as one ex-dose to a
mllion animals, and neither are the thousand or
100- ki nd-of -fol d overdoses to those kind of groups of
animal s typical. The drug interaction or inactivation and
excretion are obviously different at those doses.

It is greater than mathematical nunbers. People
do this to try to get nunbers, and then use those nunbers to

characterize a drug.
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Particularly with toxic substances, that is,
substances that are toxic at a | ow dose, the |ong-term
studies in are done at doses that do not reflect that
toxicity, and those nay be the primary effects.

Q her substances which are basically non-toxic and
can be tolerated in extrene overdoses may have profound
bi ol ogi cal effects, however, that are interpreted as cancer
and things like that. So, in sone ways, that process
penal i zes non-toxi c substances over toxic ones in certain
i nst ances.

Let's go to efficacy studies. As with toxicology,
a standard set of studies for efficacy may fail to be the
best course of action for drugs that have markedly different
bi ol ogi cal endpoi nts and nodes of action. | believe the
ADAA was intended to provide sone flexibility in designing
nore appropriate studies to evaluate efficacy, and it
appears there is difficulty in inplenenting that or it has
not happened to the extent hoped at | east.

Third, let's go to risk assessnment. Risk
assessnment is a vital first step to risk managenent and ri sk
communi cation. This is particularly true for issues such as
food safety, residues, antibiotic resistance, and other
i ssues of concern to the public, but risk assessnent
involves trying to search for a nunber and a desire for
public and other groups to have a definitive figure is

al ways great.
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The relative risk al so depends on the | evel of
exposure, but as | stated above, the toxicology results are
al ways going to have sone degree of uncertainty, as well as
will the potential exposure, but in this day and age of
conputer capability for handling | arge anbunts of data, it
is tenpting to have great confidence in certain nunbers that
m ght result from nmassive mani pul ation of the data by a
conput er.

The assunptions that go into such nodels are
likely to be crucial to the final interpretation. Most
often, the biological understanding of a given drug wll
likely influence any interpretation of the risk.

For exanple, with antibiotic resistance, there are
at | east three biological nmechanisns involved in devel opnent
of resistance. There is chronobsomal, plasmd, or
t ransposan.

Al so, resistance to certain drugs confers
resi stance to other drugs, and resistance can be interpreted
in different ways. Does this nean it is totally inactive,
or does it nean that the effective does has increased by
four-fold or ten-fold or sonmething such as that?

So, if you just ignore all of these factors and
just develop a figure, it is probably not going to really be
predictive of what we should be concerned about.

So | think the biological considerations, again,

need to be taken into account and do not nake this just a
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mat hemat i cal exerci se.

So | see it that FDA/ CVM needs to expand its
scientific base for making and defendi ng such conplicated
decisions. Perhaps it could seek assistance from
pr of essi onal associations for assistance in trying to assess
a scientific consensus on these issues.

New drugs are devel oped by a broad variety of
scientists, depending on the specific drug di scovery
program These often include chem sts, pharnacol ogi sts,
physi ol ogi st, imunol ogi sts, m crobiol ogists, nutritionists,
bi ostaticians, and others. Animal scientists are often
involved in field or other studies which confirmefficacy
and target animal toxicity.

If | ook at the CVYM Advisory Conmttee, it does
not appear there is adequate representati on of such
scientific disciplines. Mst of the decisions in recent
tines, as | see them appear to be focused on clinical
application and control of drugs. dinical judgnents and
experience are vital factors in the proper use of certain
drugs, but the scientific underpinning my be nore inportant
in consideration of public health aspects.

Mechani sms to get such scientific input are
inportant as well as nmechanisns to update the scientific
capabilities of C/Mreviewers, as the science base changes
rapidly with tine.

This day and age, people's careers |ast |onger
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than their field of know edge that they had when they were
in graduate school. So there needs to be sone kind of
updating of the scientific capabilities of CVYMreviewers.

W want to conplinent Dr. Sundlof and his staff
for the past level of interaction with the American Society
of Animal Science. They usually have an annual neeting of
what they call the Regulatory Agencies Commttee, usually in
March, and he and his staff have been very wlling to
participate in that. In addition, we usually have synposia
at the annual neeting, and they have been very forthcom ng
in participating and informng the scientific community of
pertinent issues at that tine.

| think there have been a | ot of changes in CVMin
the last few years, but | think sone of those issues |
rai sed probably are still there to sone extent.

So |l will be glad to take any questions, and
agai n, thank you for your tine.

DR. BLACKWELL: Thank you.

Any questions or comments fromthe FDA?

Dr. Sundl of ?

DR. SUNDLOF: It is not a clarifying question,
but, Bob, | just wanted to say that | think you have
articul ated about as well as | have heard.

The environnent that we are in, trying to make
regul atory science-based deci sions, where the science is

uncertain and where there are conpeting canps within the
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scientific community is very, very difficult, and | think
you have really characterized it well.

DR. ZI MBELMAN:  Thank you.

Could I--

DR. BLACKWELL: Pl ease, go ahead.

DR ZI MBELMAN: | think this group needs a little

bit of hunor.

DR. BLACKWELL: Thank you.

DR, ZI MBELMAN: This is not picking on Kim Goss,

al though it mght seemlike it, but there is a story of a

very fanmous person--let's just say a congressman--who had a

speech witer, and the speech witer was getting

increasingly frustrated with tine. The congressman woul d

cone back after the speech and conpl ai n about the speech,

and the speech witer said, "Well, if you would just review
it in advance, | would change those things that you see as a
probl em" He says, "No. | amnot going to take the tine

to do that, but I want you to do better."

So, finally, the speech witer decided he had

witten his | ast speech. So he prepared the speech, and he

was getting it on and comng to--1 don't know what. Maybe

conpl ai nts about FDA or sonething, and the congressman was

stating, "And there is GRAF out there and they are

inefficient in doing their job, and let ne tell you about

t he perfect exanple now that docunents all this,"” and he

turns the page. 1In big letters, it says, "Now, you S. QO B.,
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you are on your own."

[ Laught er. ]

DR. BLACKWELL: That is good. That is actually
scary.

[ Laught er. ]

DR. ZI MBELMAN. Only for people who have speech
witers.

DR. BLACKWELL: | am | ooking at my speci al
assi stant over there who does a lot of that for nme, and |
have that bad habit. She is so good.

Carol, please do not do that, all right?

Dr. G aber?

DR. GRABER  Thank you.

Bob, | just want to make sure | understood your
point. Am1l correct in stating that your position is you
think not only the conposition of the Conmmttee needs to
change, but, nore inportantly, the issues that the Commttee
addresses needs to change?

DR. ZI MBELMAN: Yes. | guess it cones from when
was in the animal health industry. | was active in AH, and
| think when the idea for that generated, it was to do what
Steve sort of said and say can we set up a panel that m ght
help with determ ning the scientific consensus, but | think
as it was finally--that was the original objective, | think,
and probably not many people in this roomeven were around

then to renenber that.
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| think it is a different kind of panel. | guess
what | was trying to say, | think if that was the origina
intent, but that is not what they have been doing in ny
opinion, if you need that kind of help, if there is a need
for sort of sorting through these conplex issues and sayi ng
this seens to be the scientific consensus, there needs to be
anot her panel constructed a little differently.

The one that is there probably advises well on the
i ssues that they are capabl e of advising on.

DR. BLACKWELL: Any others?

[ No response. ]

DR. BLACKWELL: Well, we did save the best for
last. Put alittle pressure on you there, Jim

Dr. JimJarrett is going to cone forward and tal k
with us, and then we will try to get ourselves wapped up
for today.

DR. JARRETT: Thank you, M chael.

For the information of those in the room AABP,
Bovi ne Practitioners, is at this position on the program as
a result of our action, not theirs. W would likely have
fit better earlier in the program and we appreciate the
opportunity to be a part of this.

| spoke with Dr. Blackwell earlier this week, and
we did cone into the play late. It was our fault.

My nane is JimJarrett. | amthe executive vice

presi dent of the Anerican Associ ation of Bovi ne
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Practitioners, America's cattle veterinarians. | also
continue to do a little bit of on-farmveterinary practice
work. So | come to you today with a little bit of manure on
my boots as well.

Dr. Sundlof and | nade a rather mmjor career
change at about the sane tinme a few years ago. There is no
doubt in my mnd, I know | got the best deal. | only have
5,600 bosses, and | cannot figure out how many he's got.

Al'l of mne have essentially the sane vision and the sane
goals, and | cannot figure out--I have about deci ded every
one of his has a different mssion and a different goal. |
do not think there is anyone that | respect any nore than

M chael and Steve Sundl of and the people at FDA and what you
do for us.

Bovine Practitioners are a part--we know that al
of our patients are a part of the food chain. The nost
val uabl e purebred bovine in this country is only one
conception away froma MDonalds. So what we use in these
animals is extrenely inportant.

Qur mssion is to provide the safest, nost
whol esonme food from products of animal agriculture that we
possi bly can. To do that, we need safe, effective
t herapeutic agents and devices to work with our clients and
to ensure food safety.

| amsorry that they ran out of hanburgers at

lunch, Dr. Sundlof, and you had to eat that other neat.



do hope that you had a glass of mlk with that sandw ch, or
what ever the neat was.

DR. SUNDLOF: | had cheese.

DR. JARRETT: Cheese. Ckay, that wll work.

[ Laught er. ]

DR. JARRETT: As a result of the efforts of many
people in this roomand the groups that we represent,
Anmerica' s consuners have today the safest, nopbst whol esone
food supply ever known in the history of mankind.

We hear reports of all the antibiotic resistance
and so forth, and yet, depending on whose report you read,
the actual problemrelated to this to date is not that
gr eat .

We hear about all the residue problens wth drugs
in animals making their way into human foods, but the actual
problemtoday is not that great.

Several tinmes, | have | ooked for a reported human
illness or death as a result of any conpound that has gone
froma bottle into a cow, into the mlk, and into the human,
and it is extrenely hard, if not inpossible, to find.

Now, having said that, it is not the time to |et
up. It is not the tinme to reduce our efforts in this area,
and we nust all always continue to be on the |ookout and
wor ki ng toward even continuing to i nprove the safety of this
food supply we have now.

So now, to the reason we are here today--and it
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becane very tenpting to say, "Me, too," and sit down, but I
will not do that, Mchael. W are here today to try to help
FDA/ CVM i ncrease its efficiency and reduce the cost of the
service it extends to our society.

It is real easy for all of us as stakeholders to
stand up here and | ook across the fence and tell our
nei ghbor how to raise their kids, when, in fact, these
people are on the firing line and need all the help that we
can give them

VWhat | amgoing to do is discuss three ideas or
three topics that nmy volunteer |eaders suggested | discuss
today as possible areas to reducing cost of the efforts of
CWM

Nunber one is in the area of the drug approval
process. No doubt that we now have a very conplicated drug
approval process. As a practitioner in the early '60s and
ever since then, | have fromtime to tinme been involved with
clinical trials. There is no doubt that the activity in
that area of drug approval in the '60s was not sufficient to
either supply us with safe drugs and/or protect the public
fromresidues and so forth.

However, | wonder sonetines if that pendul um may
have swung too far in the other direction now, and | use as
a specific exanple the drug trials that | did in the '60s
required very little recordkeeping. A lot of opinion was

i nvol ved, and admttedly, not the best service to the
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consum ng public was given

On the other hand, the nost recent one that | was
involved with was so intense and so detailed that if a
cowboy or a herdsman out in a corral saw a cowin estrus or
in heat and happened to wite that cow s nunber down on the
back of a matchbook cover, that matchbook cover had to
becone a part of the record of that trial

Now, sonewhere in the mddle of that, we need to
find a happy nediumthat we can serve society and still get
the informati on we need.

The intentions are certainly good. | have no
guestion as all with the intensity that our drug approval
process has conme to us. | sonetinmes wonder how much of this
intensity has been as a result of pressure put on by groups
wi th margi nal know edge about what our industry is al
about .

If you go to the dictionary and | ook up the word
"safe," nowhere in that definition wll you find the phrase
"risk-free."

| flew here on a safe airplane, but | was not
risk-free. W eat the safest food ever known to manki nd,
but it is not conpletely risk-free.

Are there areas and activities that CVM does that
m ght continue to work on risk assessnent, as has al ready
been di scussed, and soneway or another reduce the cost of

t he overall drug approval process? | do not know, and this,
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Il will refer to a little bit later as well.

There has been sone di scussion of partnerships in
the drug approval process, and we need to renenber that
partnerships include trust on both sides--trust on both
sides. No partnership will last unless both sides trust and
have faith and confi dence and respect for each other.

So, if partnerships are devel oped and there is a
| ot of potential for themto reduce the cost of CV/M then
there nmust be equal trust on both sides.

| | ook at conpounds as an exanple to reduce the
approval process, conpounds that have very little or no
i npact on human health, as an exanple, parenteral fluids,
that must go through rigorous testing in order to get
approval, or conpounds that have had previous approval, as
an exanpl e, sone of the conpounds currently in the pipeline
that need only m nor | abeling changes and yet have to go
t hrough a conpl ete new approval process, realizing that many
of these regulations and nmany of these hoops that these
products must junp through have been forced on CVM from
out si de sources as well, but are there sone of these areas
that we can | ook at and possibly reduce this cost of the
drug approval process?

The one-drug/one-bug policy can be a problem and
| use as an exanple netritis in the bovine. That is a
hi ghly conpl ex syndrone, usually and quite often caused by

many di fferent bacteria, and to date, we do not have a
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singl e approved product to treat this syndrone in cattle.

There has been sone di scussion of user fees. W
have concern about how user fees m ght be applied and m ght
be used, and will they becone just another tax? |If user
fees cone in, will funds be released to, in turn, do sone of
the other things that need to be done, or howw Il this
fundi ng be used? Concerns from sone of our vol unteers.

The second area | want to talk about briefly is
t hat of education and comruni cation. W at AABP, and | feel
sure, Swine Practitioners, AVMA and NCBA, and all of the
pr of essi onal and commodity groups stand ready, willing, and
able to do what we can to help CVYM communi cate with the end
users of your technol ogy and your information.

W woul d be happy to be any part or any way that
we feel |ike we have the pipeline and the conduit to deliver
information to the end users of the regul atory process and
stand willing and able to do that at any tine.

The challenge is getting all of us involved and
having all of us understand each others problems. | would
use ny experience as a dairy veterinarian and the fact that
years ago, | realized that in order for an animal health
programor a herd health programto work, it had to be
executed at the level of the guy in the mlking parlor.
wonder sonetines if there is not sone areas that we could
i nprove in communicating in the area of where the rubber

hits the road, the guy in the corral comunicating with the
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person at CVM who is actually working on these regul ati ons,
and is there a possibility to inprove that as well.

| was encouraged and ent hused about what Dr.
Sundl of had to say in the investnent work in what he tal ked
about earlier.

The third area, quickly, has been covered by
al nost everyone, and that is the area of regul ation or
conpliance or enforcenent. W have concerns about the way
enforcement is done, and wonder sonetines. W all know
that, unfortunately, many nust sonetinmes suffer for the
activity of the few There is no doubt that w thin our
i ndustry, nost of the problens are caused by a very | ow
mnority.

However, would the possibility of increased
enforcement and making an exanple of a fewin turn reduce
the cost of some of the overall efforts that CYM does?
Unfortunately, it s the activity of these few that makes its
way to "60 M nutes" and "20/20," and it is unfortunate that
it is the efforts of these few that the consuner groups,
such as represented in this room may use to judge all of us
by. So, in reducing sonme of these things, is there a
possibility of doing it through enforcenent and thereby not
maki ng sonme of the strict regul ations as necessary?

So, in summary, ny conplinents to the FDA/ CVM f or
what it has acconplished and what it is doing. | thank you

for the opportunity to be here.
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To repeat, we would like to see efforts nade
hopefully in the area of sinplifying the approval process
and reduce cost there, of using the existing systens to
communi cate and with the industries and the stakehol ders
i nvol ved, and to increase the enforcenent presence at nost
| evel s.

Thank you.

DR. BLACKWELL: Thank you, Jim

FDA?

Pl ease, Dr. Sundl of.

DR. SUNDLOF: Jim | want to clarify what | think
| heard you say regarding the enforcenent activities. You
are suggesting that C/Mtake strong enforcenent activities
agai nst those ne'er-do-wells who are wllfully violating
sone of our reqgulations as a way of maki ng exanpl es of those
i ndi viduals. Was that correct?

DR. JARRETT: Yes. And | hear that repeatedly
frommnmy nenbers.

DR. SUNDLOF: Ckay, thank you. That is helpful to

The other thing is, did you indicate that we nake
regul ations that are designed to get those 5 percent, when
95 percent of the veterinarians out there are trying to do
the right thing? Are we witing our regulations to get at
the very small percentage of veterinarians who maybe

scof fl aws versus we shoul d be maki ng our reqgul ations that
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really speak to the 95 percent or nore that are trying to do
the right thing?

DR. JARRETT: | think I neant that to be nore of a
gl obal phil osophical statenent in that not only your
regul ations, but speed limts and al nost every regul ati on
that we live with in society is alnost or nost frequently
made to regul ate the few, rather than the many.

The many want to do right, anyway, and | did not
mean that in a specific sense as much as a gl oba
phi | osophi cal statenent. Realizing what you guys have to go
through with--no, | do not realize what you have to go
t hrough with, but knowi ng that your pressure cones at the
peopl e who break the law nore than it does the people who
abide by it.

DR. SUNDLOF: Thank you.

DR. BLACKWELL: | have one question, Jim for
clarification, and | amgoing to use ny words. If | mss
the mark, please correct ne.

If | understood you correctly, one way to provide
a bit of relief in this whole process is to factor in nore
directly the fact that you have a trained professional, the
veterinarian, between what the FDA is trying to do and what
happens wth respect to target animals and the end user, and
this should sonehow reduce the | evel of effort on our part
because we can factor in that professional.

| know you did not say it quite that way, but that



is what | thought | heard.

You nentioned being there in the parlor, and maybe

you were referring to the producers and/or the veterinarian.
Coul d you el aborate on that?

DR. JARRETT: Ckay. First of all, thank you.

did not say it, but that sounds |like a heck of a deal to ne.

[ Laught er. ]

DR. BLACKWELL: Ckay.

DR. JARRETT: And | agree, by the way.

DR. BLACKWELL: Al right, good.

DR. JARRETT: | think ny point was, though, when
menti oned the person in the parlor was the fact that
regardl ess of how well we in this roomthink we are going to
execute a program it is the person out there where the
rubber hits the road where it is actually going to get done.

DR, BLACKWELL: Yes.

DR. JARRETT: In the case of the feed industry, it
is the guy down there running the m xer that can ness us up
nor e than anyt hi ng.

In the case of ny professional experience, it is
the guy in the mlking parlor mlking the cows that can do
it the worst and ness up the best-laid plans of mce and
men.

My suggestion was that we | ook for ways to help
t hose | evel of people communicate with each other, and i do

not nean that to be judgmental in anyway, but the people in



am

CVMthat do the work, that actually read all of these
volunmes of information that cone in, have they ever been on
a farn? Do they know what it is like to be in a feed yard
in a dairy farmor whatever? Can they at |least in sonme way
appreciate? And if that appreciation was there, would it
cut down on the anpbunt of man-hours they need to reach a
deci si on?

DR. BLACKWELL: Ckay, thank you. That is
definitely different fromwhat 1I--

DR. JARRETT: Yours sounded better than mne. So
we wll use yours.

DR. BLACKWELL: They are two different points, but
| do understand what you are saying. It is feedback we have
heard before. | think you guys continue to push that one on
us that we need to becone nore informed about how the real
world works in order to better make decision that we have in
front of us to make. |Is that a fair sunmmation?

DR. JARRETT: Yes, good. One nore tinme, you did
it great.

| have the greatest respect for Mchael. D d you
see he wal ked up anong the | awer talk, wthout the
slightest bit of fear or anything? He just junped right in.

[ Laught er. ]

DR. BLACKWELL: See, you are going to start
sonet hi ng because Dick was going to let it all guy until you

said that.
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Any ot her questions from FDA?

M ke Rogers.

MR. ROGERS: Yes. This is not for Dr. Jarrett,
but three of the panelists have expressed support for the
vol untary self-inspection program and one of the theses of
that is to increase our uniformty.

This being a neeting about resources, there is a
tremendous cost associated with certification. | just
wanted to know what role, if any, do the industry nenbers
see thensel ves playing in developing a certification program
for investigators.

MR. BOSSMAN:. I n devel opnent or inplenentation?

MR. ROGERS: Either. | believe that the AAFCO
organi zation has laid the foundations, but in the Ofice of
Regul atory Affairs, we have had sonme experience with
certification in the device program It is
resource-intensive. |If there were sone roles that you m ght
see for yourself, that could help to unburden the Center and
certainly the field and what we m ght expect we woul d have
to do to create a certification programfor nedicated feed
i nspect ors.

MR. BOSSMAN. W certainly have been and w ||
continue to be supportive in devel opnent of the
certification program So | amnot sure what part of the
cost to developnent that as it relates to the agency. From

a manpower st andpoi nt?
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MR. ROGERS: Well, | think delivering the
training. There are levels of training that are proposed in
the concept paper, and delivering that training is going to
be costly for soneone. To the extent that that
responsibility could be shared, | think it would certainly
encour age us.

MR. BOSSMAN:. | think the industry would be nore
than willing to share in the cost of the training for that
program absol utely.

MR. GORDON: Mke, | think the other thing that
i ndustry could offer here, pursuant on the acceptance of the
certifying organization, is faculty nenbers fromindustry
that mght be willing to come in and serve as instructors
with the curricula of however the certifying organization
wants to present that. So, in addition to nonetary
resources, there could be human resources that could be
brought to bear there, too.

MR. BOSSMAN. | think at the conclusion of all of
that, it certainly should be cost savings to the agency for
a voluntary inspection program It certainly should have
that as a goal

If we build it so that it is not, |I think we are
building it wong.

DR. BLACKWELL: Any other questions

[ No response. ]
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Questions and Comments fromthe Audi ence and
Summati on of Major Points from Panel D scussion

DR. BLACKWELL: |If not, we are going to open this
up and invite nenbers of the audience to share any conments
or opi ni ons.

Yes, pl ease.

M5. COOK: Good afternoon. | am Nancy Cook with
the Pet Food Institute, and I want to take a page from

Ceor ge' s book.

Ceorge, | had not planned to talk this afternoon,
but since you brought up enforcenent, | just thought I
would. It is alittle referral to our |ast neeting.

The Pet Food Institute represents manufacturers of
approxi mately 95 percent of the dog and cat food that is
produced in the United States. It is a $9.5-billion
i ndustry.

| woul d suggest to CV/Mthat we would appreciate in
their priority-setting programthat we reestablish the FTE
in place that was designated as pet food specialists at CVM

There are two portions to that, that we feel are
appropriate. One is that it is a trenmendous resource for
the pet food industry. The second is that it is a
tremendous asset to Goria in the work that they do in
conpliance, and that is our second portion that we want to

visit about today. W wll file sone very detailed comments
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| ater, but conpliance is an area, as Dr. Jarrett said, in
whi ch 95 percent and 5 percent is where we have probl ens
just like everybody el se does, particularly in the areas of
non- GRAS products, unapproved feed ingredients, arbitrary
and unprovabl e drug clains, and al so what we have currently
undefined in nutriceuticals. This also includes holistic
drugs, holistic products, that to this point have never been
included in any kind of pet food regulation.

We woul d appreciate support from FDA. W
appreci ate the support we get from FDA. FDA has done a
tremendous job in working with USDA and with our industry in
hel ping us to develop the international trade
responsibilities that we have, and that is another billion
dollars in trade. W do appreciate those efforts, and
especially the efforts of Dr. Sundlof and his group earlier
this year in enabling us to continue our exports to G eat
Britain. Thank you very nuch.

We appreciate your efforts, and we just | ook
forward to a very fruitful and beneficial relationshinp.
Thank you.

DR. BLACKWELL: Thank you.

Any questions? O her coments?

Yes, pl ease.

MR MLLER | would like to maybe clarify on what
| had spoke about earlier today and al so address it to this

panel. It seens like they would be nore directly related to
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the coments that | had.

| amPete MIler with EQU AID Products. MW
experience has been that the approval process for drugs is
very | abor-intensive and rigorous, both for us and the FDA,
as conpared to the surveillance end of things, and
especially with regard to the |likelihood of a problem let's
say, associated with an industry that is attenpting
diligently to conply with regulations to follow the thing,
to do good nmanufacturing and those sorts of things.

W work diligently with the Food and Drug
Adm ni stration, and they work back with us, but it is very
cunber sone, very tinme-consum ng, and we feel |ike the
resources could be redirected fromthere. Mybe the |evel
of scrutiny would not be quite as nuch as it is. | have got
very specific things, if you are interested, that we could
di scuss on that.

On the other end, the surveillance, especially of
conpani es that do not make any attenpt to conply with any of
the regulations, is essentially zero in our experience, and
so while we were going through what | would consider a
ri gorous approval process, there are other people that we
rat her pointedly made the FDA aware of that were
manuf acturing exactly the same product wth no approval at
all, and nothing was done. W felt |ike that was a major
problem and it is a place where resources could be

real | ocat ed.
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In addition, the product that we were working on
was a wel | -known conpound, with fornulation being
essentially a non-issue because of a nedicated feed issue in
that once it is approved, it can be manufactured in any
finished fornmulation of feed. So the issues around
bi oqui val ents and formul ati on has got a very long history of
safety. So those are sort of mnor, and they tend to, in ny
opi nion, give FDA a confort level that mght not require the
i ntense scrutiny that perhaps, let's say, a human
chenot herapeutic that is very toxic in a geriatric
appl i cation conpany.

So I do not know how you distinguish that, but |
do know that allocation of resources with the real potential
that they would have to produce a negative inpact on the
consuners' efficacy and safety should be in your thought
processes when you do that.

Those are ny comments.

DR. BLACKWELL: Thank you. | appreciate that.

Any ot hers?

Dr. Mtchell?

DR. M TCHELL: Well, 1| thought | would try to seek
alittle clarification. This is on interdepartnental
communi cations. W heard reference to this, this norning,
about the need for discussions, particularly with respect to
research, ARS and CREES.

This afternoon, | think we heard Randy Gordon say
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sonet hi ng about consultations with departnents that have
ot her functions, and | thought | heard you say the Trade
O fice and maybe others having to do with international
Coul d you clarify or expand on your coments and what you
wer e t hinking there?

MR, GORDON: Well, | think the agency has provi ded
a good technical resource base for the Foreign Ag Service,
particularly in trying to conbat EU non-tariff trade
barriers, where they are trying to set up requirenents that
commercial mlls in this country that export feed to the
Eur opean Uni on woul d have to be inspected by European
i nspectors, for instance, and even though they undergo FDA
i nspections and certification of their experts by the FDA

| think for FAS to have that kind of know edge
base to go to FDA not as the | ead agency in arguing this
case, but for supportive docunentation and argunents that
they can use with the European Union in conbatting this kind
of blatant non-tariff trade barrier, it is very hel pful.

| think as we get into an increasingly conpetitive
gl obal market, we are going to see nore cases like this
comng to the forefront. Again, respecting your limted
resources, | amnot asking FDA to be the | ead agencies in
t hese because FAS has the contacts in the international
community to resolve these sorts of things, as does the U S
Trade Representative's Ofice, but to provide a supportive

backup role in giving then the informati on and the know edge
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they need to effectively argue the U S. case.

DR. BLACKWELL: Any other comments, opinions,
suggestions for us?

[ No response. ]

DR. BLACKWELL: If not, | amnow going to run
through this list that sumari zes the nmj or points made
during this panel. Again, | want to thank all of you for
taking time out of your schedules to be here and give us
t hi s feedback

We think that there was a slight suggestion that
t here shoul d not be user fees.

[ Laught er. ]

DR. BLACKWELL: ©h, okay, all right. You were
very forceful about that, and, yes, we did hear you.

There was, however, sonme nore specific information
given, and | think the comment was that maybe under sone
speci al circunstances and through certain arrangenents,
there may be a way for financial support to be derived from
the industry, but that needs to be discussed.

There is support for third-party inspections,
again, a need for further devel opnent there. There were
several references to the programthat M ke Rogers has
goi ng, and we do hear you loud and clear on that point, the
certification and so forth that is needed to nake sure that
there is uniformty. R ght now there seens to be or you

feel certain that there is a lack of uniformty both in
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quality and quantity of field inspections.

Both State and Federal progranms shoul d be better
coordi nated, and we need to be coll aborating closer with the
States to better understand our relative priorities in this
ar ea.

Critical for CV/Mto nmake science-based
deci si ons--conti nue to make science-based decisions. It
says critical for CVWMto nake science-based decisions. CVM
shoul d partner with trade organi zations to acconplish this,
and | would like to add JimJarrett's comments here,
probably needing to partner with the profession, the
veterinary profession and the producers or producer groups
so that we are also not only making science-based deci sions,
but decisions that have a healthy dose of what the realities
are in animal production and so forth.

There is general support for CYMs involvenent in
international activities. W have heard a | ot about that
today. | think everybody wants to see that continue, and in
fact, be inproved.

Citizens petitions were nentioned, and it is
believed that these are a useful nmechanismfor letting CVM
know what issues are critical, but there is a general
request that the Center bring closure to these pending
petitions.

Education and training, as well as conmmunication,

are critical. CVMshould partner with trade associations to
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acconplish this kind of work. | believe the associations
are saying that in addition to being a conduit for this kind
of information, you can also provide interpretation or at

| east help us in translating bureaucratese and | egal ese into
the comon person's | anguage, so that there is better

communi cati on

Agai n, an educational effort is needed there.

Food safety should be the factor driving inspections. That
was a very definite point nade as well. On the priority
scale, | guess is the way to put that.

CVM shoul d support States in all significant
areas, again, closer collaboration with the States,
inportant to use risk assessnent as a tool in the
pre-approval process. | think it was al so nade cl ear that
ri sk assessnment is not about nunbers only, but there is a
bi ol ogi cal conmponent that needs to be clearly a part of this
whol e process.

Finally, the final point | have here is that it is
inportant for CVMto have ongoi ng di al ogue with external
organi zations to strive for continual inprovenent. In other
words, sonething |ike this, maybe not necessarily al ways
this formal, but many made reference to work that has been
done already in the past, and that we need to continue to
talk to one another in this kind of context in order to
better inprove.

Those are the major points we heard this afternoon
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fromthe third panel, and, again, we did capture the
detailed information. Sone of you nmade reference to other
details that you have that you can submt, and we do
encourage you to go ahead and get that to us by one of the
means shared earlier

It is getting warmin this room or is it just nme?

| can tell, you are feeling it, too, because you have that
| ook.

Yes.

DR. ZI MBELMAN: M chael, could | nake just one
change? You tal ked about science-based deci si ons--

DR BLACKWELL: Yes.

DR ZI MBELMAN: --to partner with trade
associations. | would rather say scientific professionals
in that instance.

DR. BLACKWELL: GCkay. Thank you for that
clarification. W probably use that termgenerically at
tines, and in this instance, we should not. W appreciate
t hat .

Yes, pl ease.

M5. COOK: Evidently, in tallying up all those
poi nts, we deci ded that enforcenent action was not inportant
in the third area?

DR. BLACKWELL: ©Oh, enforcenent, yes, it
absol utely is.

M5. COCOK: | think | heard that, one, two, three,
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four, at least five tines.

DR. BLACKWELL: Yes, thank you. In fact, al
t hroughout the day, we have heard repeated references to
that, and it should have been on this list as well, the
maj or poi nts nade.

In fact, there was a bit of detail given with
respect to unapproved products. Dr. MIler got up and nade
that point again as well. It is another way of saying that
FDA needs to really continue to be FDA when it cones to at
| east illegal products on the market and whether it is the
phar maceuti cal conpanies or the veterinarians or the
producer groups. | think we are hearing the sane nessage
t here.

Thank you for that clarification and rem nder.

Any ot hers?

[ No response. ]

Cl osi ng Renar ks

DR. BLACKWELL: If not, | wanted to again thank
everybody for comng out. | know sonme have already |left and
wll not hear this, but starting with our stakehol ders, we
realize that this is right in the mddle of the prine
vacation tinme for nost of us at |east, and there was
sonet hing of a short notice. You all being very busy, it
probably was with sone effort to get here.

We apol ogi ze for that and really, again,
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appreci ate your com ng because this is so inportant to all
of us. | do not know about you, but | think today has been
wonderful. There has just been great dial ogue. W did not
even fight about anything, really. W got a |lot we could
fight about, | amsure, but I think it is indication of the
ki nd of work that has been done prior to today, and |I am
sure will continue to occur with our working together. To
see peopl e recogni ze one another in any context and then be
able to work together for a comon good is really what this
shoul d be about. So we, again, appreciate your wllingness
to cooment and help us with this inportant task.

For the FDA people who are not part of CVM |
woul d |Ii ke to, again, thank you as well, Linda Suydam for
taking the lead for the agency in this very inportant area,
and we will certainly continue to | ook to Linda Suydam for
| eader shi p because, again, this is going to set the future
for this agency as we try to do a better job in carrying out
our m ssion.

There are others that | can nention, Carrie
Sm t h- Handl ey, Pat Kuntze, Dr. Schwetz--not all of these
people are in the room-Kathy Beck, M ke Rogers, again

comng all the way from Kansas to be with us today and to

sit on the panel. And you heard sonme good things about what
you have been doing. | guess it made it really worth it,
didn't it?

Jason Walters, Peter Collis, and from C/M we
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really want to thank everybody how partici pated on our panel
today. In addition, | would like to thank Carol for her
effort in helping to nake these sunmmary points. She was

al so hel ped by two people in the Ofice of Managenent and
Conmmuni cat i on.

In fact, a nunber of people today wanted to help
the O fice of Managenent and Communication, and | was j ust
wondering, did they plant that with you all? | nean, that
is good. It just seenmed unusual that so many peopl e thought
they needed to help the Ofice of Managenent and
Communi cation, with Bob Sauer, sitting right here.

You know we nmade a recent organizational change,
and part of the change was, in fact, to establish ourselves
inthis area. W had people working in the area of
communi cation and education, but we thought the
organi zati onal change would, in fact, inprove that.

So we are doing what we can internally. W heard
you today saying that, hey, we think that is an inportant
activity and you are willing to work wth that group
closely. So we really appreciate that.

There were a nunber of people up front who hel ped
out as well, and we want to thank them

| know | have gotten everybody because | used
enough generic statenents. So, on that note, we are going
to call this neeting to an end, and thank you very mnuch.

[ Wher eupon, at 3:58 p.m, the neeting concl uded. ]
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